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APPENDIX A

NRC FORM 313 U.S. NUCLEAR REGULATORY COMMISSION
(10-2005)
10 CFR 30, 32, 33,

34, 35, 36, 39, and 40

APPLICATION FOR MATERIALS LICENSE

APPROVED BY OMB: NO. 3150-0120 EXPIRES: 10/31/2008
Estimated burden per response to comply with this mandatory collection request: 4.4
hours. Submittal of the application is necessary to determine that the applicant is
qualified and that adequate procedures exist to protect the public health and safety.
Send comments regarding burden estimate to the Records and FOIA/Privacy Services
Branch (T-5 F53), U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001,
or by internet e-mail to infocollects@nrc.gov, and to the Desk Officer, Office of
Information and Regulatory Affairs, NEOB-10202, (3150-0120), Office of Management
and Budget, Washington, DC 20503. If a means used to impose an information
collection does not display a currently valid OMB control number, the NRC may not
colrl\dL:pt or sponsor, and a person is not required to respond to, the information
collection.

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUI

DE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION.
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATIONTO T

HE NRC OFFICE SPECIFIED BELOW.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH:

DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS
U.S. NUCLEAR REGULATORY COMMISSION

WASHINGTON, DC 20555-0001

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS:
IF YOU ARE LOCATED IN:

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA,
KENTUCKY, MAINE, MARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY,
NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, RHODE ISLAND, SOUTH
CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,
SEND APPLICATIONS TO:

LICENSING ASSISTANCE TEAM

DIVISION OF NUCLEAR MATERIALS SAFETY

U.S. NUCLEAR REGULATORY COMMISSION, REGION |
475 ALLENDALE ROAD

KING OF PRUSSIA, PA 19406-1415

IF YOU ARE LOCATED IN:

ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN, SEND
APPLICATIONS TO:

MATERIALS LICENSING BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION Iil
2443 WARRENVILLE ROAD, SUITE 210

LISLE, IL 60532-4352

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADQ, HAWAII, IDAHO, KANSAS,
LOUISIANA, MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH
DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKQTA, TEXAS,
UTAH, WASHINGTON, OR WYOMING, SEND APPLICATIONS TO:

NUCLEAR MATERIALS LICENSING BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION IV
611 RYAN PLAZA DRIVE, SUITE 400

ARLINGTON, TX 76011-4005

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULATORY COMMISSION JURISDICTIONS.

1. THIS IS AN APPLICATION FOR (Check appropriate item)

D A. NEW LICENSE

D B. AMENDMENT TO LICENSE NUMBER

D C. RENEWAL OF LICENSE NUMBER

2. NAME AND MAILING ADDRESS OF APPLICANT (inciude ZIP code)

3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

4. NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION

TELEPHONE NUMBER

SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 11" PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED 1S DESCRIBED IN THE LICENSE APPLICATION GUIDE.

5. RADIOACTIVE MATERIAL
a. Element and mass number; b. chemical and/or physical form; and ¢. maiximum amount
which will be possessed at any one time.

6. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED.
\

7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING EXPERIENCE.

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.

9. FACILITIES AND EQUIPMENT.

10. RADIATION SAFETY PROGRAM.

11. WASTE MANAGEMENT.

12. LICENSE FEES (See 10 CFR 170 and Section 170.31)

AMOUNT
FEE CATEGORY ENCLOSED 9

UPON THE APPLICANT.

CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF.

13. CERTIFICATION. (Must be completed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN
CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33, 34, 35, 36, 39, AND 40, AND THAT ALL INFORMATION CONTANED HEREIN IS TRUE AND

WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, ‘i948 62 STAT. 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

CERTIFYING OFFICER -- TYPED/PRINTED NAME AND TITLE

SIGNATURE DATE

FOR NRC USE ONLY

TYPE OF FEE FEE LOG FEE CATEGORY |AMOUNT RECEIVED | CHECK NUMBER | COMMENTS
$
APPROVED BY DATE
NRC FORM 313 (10-2005) PRINTED ON RECYCLED PAPER
A-1 NUREG - 1556, Vol. 9, Rev. 2
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APPENDIX B

NRC Form 313A Series

“Medical Use Training and Experience and Preceptor Attestation”

Note: The most current versions of these forms are found on NRC’s public Web site at
http://www.nrc. gov/materials/miau/med-use-toolkit.htmi (Medical Uses Toolkit).






APPENDIX B

INRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
(2-2007)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE ~ |APPROVED BY OM: NO. 3150.0120
AND PRECEPTOR ATTESTATION '
[10 CFR 35.50]

Name of Proposed Radiation Safety Officer

Requested Authorization(s) The license authorizes the following medical uses (check all that apply):
[]35.400 [ 135200 [ ]35300 [ ]35400 [ 35500 [ ] 35.600 (remote afterloader)

[ ] 35.600 (teletherapy) [] 35.600 (gamma stereotactic radiosurgery) [ ] 35.1000 ( )

PART | -- TRAINING AND EXPERIENCE
(Select one of the four methods below)

*Training and Experience, including board certification, must have been obtained within the 7 years preceding the date of
application or the individual must have obtained related continuing education and experience since the required training
and experience was completed. Provide dates, duration, and description of continuing education and experience related
to the uses checked above.

ID 1. Board Certification

a. Provide a copy of the board certification.

b. Use Table 3.c. to describe training in radiation safety, regulatory issues, and emergency procedures for
all types of medical use on the license.

¢. Skip to and complete Part || Preceptor Attestation.

OR

|D 2. Current Radiation Safety Officer Seeking Authorization to Be Recognized as a Radiation Safety
Officer for the Additional Medical Uses Checked Above

a. Use the table in section 3.c. to describe training in radiation safety, regulatory issues, and emergency
procedures for the additional types of medical use for which recognition as RSO is sought.

b. Skip to and complete Part Il Preceptor Attestation.

OR
| ] 3. structured Educational Program for Proposed Radiation Safety Officer

a. Classroom and Laboratory Training

Clock Dates of

Description of Training Location of Training Hours Training*

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the
use and measurement of
radioactivity

Radiation biology

Radiation dosimetry

Total Hours of Training:

NRC FORM 313A (RSQ) (2-2007) PRINTED ON RECYCLED PAPER PAGE 1
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APPENDIX B

NRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
(2-2007)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Structured Educational Program for Proposed Radiation Safety Officer (continued)

b. Supervised Radiation Safety Experience

(If more than one supervising individual is necessary to document superwsed work experlence provide mult/p/e
copies of this section.) .

Location of Training/ Dates of

Description of Experience License or Permit Number of Facility Training*

Shipping, receiving, and performing related
radiation surveys

Using and performing checks for proper

operation of instruments used to determine
the activity of dosages, survey meters, and
instruments used to measure radionuclides

Securing and controlling byproduct material

Using administrative controls to avoid
mistakes in administration of byproduct
material

Using procedures to prevent or minimize
radioactive contamination and using proper
decontamination procedures

Using emergency procedures to control
byproduct material

Disposing of byproduct material

Licensed Material Used (e.g., 35.100,
35.200, etc.)+

+ Choose all applicable sections of 10 CFR Part 35 to describe radioisotopes and quantities used: 35.100, 35.200, 35.300, 35.400, 35.500,
35.600 remote afterloader units, 35.600 teletherapy units, 35.600 gamma stereotactic rad|osurgery units, emerglng technolog'es (provide
list of devices). . .

PAGE 2
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APPENDIX B

NRC-FORM 313A (RSO) - -
(2-2007) " - - ST

‘RADIATION SAFETY OFFICER TRAINING: AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

3. Structured Educational Program for Proposed Radiation Safety Officer (continued)

b. Supervised Radiation Safety Experience (continued)

(If more than‘dné‘}ls'upervis}'ng individual is neéessary fo document supervised work experience, provide multiple

copies of this section.)

‘Supervising Individual

This license authorizes the following medical uses:

[]35100 [ ]35200 [ ]35.300

[ ]35.500 [ ] 35.600 (remote afterloader)
D 35.600 (gamma stereotactic radiosurgery)

Radiation Safety Officer

License/Permit Number listing supervising individual as a

[ ] 35.400
[ ] 35.600 (teletherapy) .

] 35.1000 ( )

c. Describe training in radiation safety, regulatory issues, and emergency procedures for all types of medical |

use on the license.

Description of Training

Dates of

Training Provided By Training*

Radiation safety, regulatory issues, and
emergency procedures for 35.100, 35.200,
and 35.500 uses

Radiation safety, regulatory issues, and
emergency procedures for 35.300 uses

Radiation safety, regulatory issues, and
emergency procedures for 35.400 uses

Radiation safety, regulatory issues, and
emergency procedures for 35.600 -
teletherapy uses

Radiation safety, regulatory issues, and
emergency procedures for 35.600 - remote
afterloader uses

Radiation safety, regulatory issues, and
emergency procedures for 35.600 - gamma
stereotactic radiosurgery uses

Radiation safety, regulatory issues, and
emergency procedures for 35.1000, specify
use(s):

PAGE 3
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APPENDIX B

NRC FORM 313A(RSO) . . . U.S. NUCLEAR REGULATORY COMMISSION
(2-2007)

, RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contlnued)

3. Structured Educational Program for Proposed Radiation Safetv Officer (contmued)

c. Training in radiation safety, regulatory issues, and emergency procedures for all types of medical use on the
license (continued) s

Supervising Individual it training was provided by supervising-. | License/Permit Number listing supervising individual
RSO, AU, AMP, or ANP. (If more than one supervising individual is |

necessary to document supervised training, provide muitiple copies of

this page.)

License/Permit lists supervising individual as:

|:| Radiation Safety Officer D Authorized User D Authorized Nuclear Pharmacist
D Authorized Medical Physicist

Authorized as RSO, AU, ANP, or AMP for the following medical uses: .

[]35100 [ ]35200 [ ]35.300 [ ] 35.400
[ ]35.500 []35.600 (remote afterloader) ., [_] 35.600 (teletherapy)
D' 35.600 (gamma stereotactic radiosurgery) ' D 35.1000 ( )

d. Skip to and complete Part | Preceptor Attestation.
OR

lD 4. Authorized User, Authorized Medical Physicist, or Authorized Nuclear Pharmacist identified on
the licensee's license

a. Provide license number.

b. Use the table in section 3.c. to describe training in radiation safety, regulatory issues, and emergency
procedures for all types of medical use on the license. ’

c. Skip to and complete Part Il Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

Note: This part must be complete'd; by the individual's preceptor. The preceptor doee nvot have to be the supervising
individual as Iong as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to’ document expenence ‘obtain a separate preceptorstatement from each.

First Section
Check one of the following:

!D 1. Board Certification

[ ]1 attest that has satisfactorily completed the requirements in
Name of Proposed Radiation Safety Officer

10 CFR 35.50(a)(1)(i) and (a)(1)(ii); or 35.50 (a)(2)(i) and (a)(2)(ii); or 35.50(c)(1).

OR ,
|D 2. Structured Educational Program for Proposed Radlatlon Safetv Offlcers

[ ]t attest that : has satisfactorily completed a structural educational
Name of Proposed Radiation Safety Officer

program consisting of both 200 hours of classroom and laboratory training and one year of full-tlme
radiation safety experience as required by 10 CFR 35.50(b)(1).

OR

NUREG - 1556, Vol. 9, Rev. 2 B-4
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APPENDIX B

‘NRC'FORM 313A (RSO) - U.S. NUCLEAR REGULATORY COMMISSION
(2-2007)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (éontihdqd) ,

First Section .(continued).
Check one of the following:

' :D 3. Additional Authorization as Radiation Safety Officer

[ ] 1 attest that is an
Name of Proposed Radiation Safety Officer

D Authorized User D Authorized Nuclear Pharmacist

D Authorized-Medical Physicist -

identified on the Licensees license and has experience with the radiation sa'fety
aspects of similar type of use of byproduct material for which the individual has
Radiation Safety Officer responsibilities

AND
]Second Section
Complete for all (check all that apply):
D | attest that : has training in the radiation safety, regulatory issues, and

Name of ProposedRadiation Safety Officer
emergency procedures for the following types of use:

[ ]35.100

[]35.200

D 35.300 oral administration of less than or equai to 33 millicuries of sodium iodide 1131, for
PR - which a written directive is required

[ ]35.300 oral administration of Qreater than 33 millicuries of sodium iodide 1-131

D 35.4300 | parenteral administration bf any beta-emitter, or a photon-emitting radionuclide with
a photon energy less than 150 keV for which a written directive is required

E] 35.300 parenteral administration of any other radionuclide for which a written directive is
required

[ ]35.400

[ ] 35.500

[ ]35.600 remote afterloader units -
[ ] 35.600 teletherapy units
D 35.600 gamma stereotactic 'rédiosurgery units

D 35.1000 emefging technologies, including:

PAGE 5
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APPENDIX B

NRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
(2-2007)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

AND
Third Section
Complete for ALL
D | attest that has achieved a level of radiation safety knowledge

Name of Proposed Radiation Safety Officer

sufficient to funption independently as a Radiation Safety Officer for a medical use licensee.

Fourth Section T
Complete the following for Preceptor Attestation and signature

| am the Radiation Safety Officer for

Name of Facility

License/Permit Number:

Name of Preceptor Signature Telephone Number Date

PAGE 6
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APPENDIX B

NRC FORM 313A (AMP) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006) )

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE | APPROVED BY OMB: NO. 31500120
AND PRECEPTOR ATTESTATION ' |
[10 CFR 35.51]

Name of Proposed Authorized Medical Physicist

Requested | _] 35.400 Ophthalmic use of strontium-90 [ | 35.600 Teletherapy unit(s)
Authorization(s) i ' )
(check all that apply) [ ] 35.600 Remote afterloader unit(s) [ ] 35.600 Gamma stereotactic radiosurgery unit(s)

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

*Training and Experience, including Board Certification, must have been obtained within the 7 years preceding the
date of application or the individual must have obtained related continuing education and experience since the
required training and experience was completed. Provide dates, duration, and description of continuing education
and experience related to the uses checked above.

| ] 1. Board Cettification

a. Provide a copy of the board certification.

b. Go to the table in 3.c. and describe training provider and dates of training for each type of use for which
authorization is sought.

c. Skip to and complete Part 1l Preceptor Attestation.

|D 2. Current Authorized Medical Physicist Seeking Additional Authorization for use(s) checked above

a. Go to the table in section 3.c. to document training for new device.

b. Skip to and complete Part || Preceptor Attestation

|D 3. Education, Training, and Experience for Proposed Authorized Medical Physicist

a. Education: Document master's or doctor's degree in physics, medical physics, other physical science,
engineering, or applied mathematics from an accredited college or university.

Degree Major Field

College or University

b. Supervised Full-Time Medical Physics Training and Work Experience in clinical radiation facilities that provide
high-energy external beam therapy (photons and electrons with energies greaterthan or equal to 1 million
electron volts) and brachytherapy services.

D Yes. Completed 1 year of full-time training in medical physics (for areas identified below) under the
supervision of who meets the requirements for an

Authorized Medical Physicist.

AND

D Yes. Completed 1 year of full-time work experience in medical physics (for areas identified below)

“under the supervision of who meets the requirements for

an Authorized Medical Physicist.

NRC FORM 313A (AMP) (10-2006) PRINTED ON RECYCLED PAPER . PAGE 1
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APPENDIX B

NRC FORM 313A (AMP) ' ’ . U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Education, Training, and Experience for Proposed Authorized Medical Physicist (continued)
b. Supervised Full-Time Medical Physics Training and Work Expenence (contlnued)

If more than one superwsmg individual is necessary to document supervised training, provide multiple cop/es of
this page.

Description of Training/ *| Location of Training/License or Permit Number | Dates of | Dates of Work
Experience of Training Facility/Medical Devices Used+ Training* Experience”

Medical Physics

Performing sealed source leak
tests and inventories

Performing decay corrections

Performing full calibration and
periodic spot checks of external
beam treatment unit(s)

Performing full calibration and
periodic spot checks of
stereotactic radiosurgery unit(s)

Performing full calibrationand | B
periodic spot checks of remote
afterloading unit(s)

Conducting radiation surveys

around external beam treatment
unit(s), stereotactic radiosurgery N : '
unit(s), remote after loading unit(s)

Supervising tndividual** :License/Permit Number listing supervising individual as an
: -authorized Medical Physicist

for the following types of use:

D Remote afterloader unit(s) D Teletherapy unit(s) D Gamma stereotactic radiosurgery unit(s)

+ Training and work experience must be conducted in clinical radiation facilities that provide high-energy external beam )hefapy (photons and
electrons with energies greater than or equal to 1 million electron volts) and brachytherapy services.

* 1 year of Full-time medical physics training and 1 year of full time work experience cannot be concurrent.
** If the supervising medical physicist is not an authorized medical physicist, the licensee must submit evidence that the supervising medical

physicist meets the training and experience requirements in 10 CFR 35.51 and 35.59 for the types of use for.which the individual is seeking
authorization.

NUREG - 1556, Vol. 9, Rev. 2 B-8 PAGE 2



APPENDIX B

NRC FORM 313A (AMP) ) " 'U.S. NUCLEAR REGULATORY COMMISSION
(10-2008)

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contlnued)

3. Education, Trammg,__nd ExperlenCe for Proposed Authonzed Medlcal Physicist (contlnued)

c. Describe training provider and dates of training for each type of use for which authorization is sought.

Description

of Training Training Provi‘de‘r and Dates

Gamma Stereotactic

Remote Afterloader Teletherapy Radiosurgery

Hands-on device
operation

Safety procedures
for the device use

Clinical use of the
device

Treatment planning
system operation

Supervising Individual .License/Permit Number listing supervnsmg mdnwdual as an authorized /)
i training Is provided by Supervising Medical Physicist, (If more than one supervising | Medlcal PhySICISt

individual is necessary to document supervised training, provide multiple copie s of

this page.)

for the following types of use:

D Remote afterloader unit(s) D Teletherapy unit(s) D Gamma stereotacti¢ radiosurgery unit(s) )

If Applicable:

Authorization Sought Device Training Provided By Dates of Training

35.400 Ophthalmic Use
of strontium-90

d. Skip to and complete Part || Preceptor Attestation.

PAGE 3
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APPENDIX B

NRC FORM 313A (AMP) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART li - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

First Section
Check one of the following:

1. Board Certification

D | attest that ' has satisfactorily completed the requirements in

Name of Proposed Authorized Medical Physicist

10 CFR 35.51(a)(1) and (a)(2). | S
OR

2. Education, Training, and Experience

D | attest that has satisfactorily completed the 1-year of full-time
Name of Proposed Authorized Medical Physicist
training in medical physics and an additional year of full-time work experience as required by 10 CFR

35.51(b)(1).
AND .
Second Section
Complete the following:
D | attest that has training for the types of use for which authorization

Name of Proposed Authorized Medical Physicist
is sought that include hands-on device operation, safety procedures, clinical use, and the operation of a
treatment planning system.

AND
Third Section

Complete the following:

D | attest that has achieved a level of competency sufficient to
Name of Proposed Authorized Medicai Physicist
function independently as an Authorized Medical Physicist for the foliowing:

[ ] 35.400 Ophthalmic use of strontium-90 [ 135.600 Teletherapy unit(s)
[ ] 35.600 Remote afterloader unit(s) [ ] 35.600 Gamma stereotactic radiosurgery unit(s)

AND
Fourth Section

Complete the following for preceptor attestation and signature:

D | meet the requirements in 10 CFR 35.51, or equivalent Agreement State requirements for Authorized
Medical Physicist for the following:

D 35.400 Ophthalmic use of strontium-90 D 35.600 Teletherapy unit(s)
D 35.600 Remote afterloader unit(s) D 35.600 Gamma stereotactic radiosurgery unit(s)

Name of Preceptor Signature : Telephone Number Date

License/Permit Number/Facility Name

PAGE 4
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APPENDIX B

NRC FORM 313A (ANP) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)

AUTHORIZED NUCLEAR PHARMACIST TRAINING AND APPROVED BY OMS: NO. 31500120
EXPERIENCE AND PRECEPTOR ATTESTATION '
[10 CFR 35.55]

Name of Proposed Authorized Nuclear Pharmacist State or Territory Where Licensed

PART | -- TRAINING AND EXPERIENCE
(Select one of the two methods below)

* Training and Experience, including board certification, must have been obtained within the 7 years preceding
the date of application or the individual must have obtained related continuing education and experience since
the required training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the nuclear pharmacy uses.

[ ] 1. Board Certification

a. Provide a copy of the board certification.

b. Skip to and complete Part Il Preceptor Attestation.

[ ] 2. structured Educational Program for Proposed Authorized Nuclear Pharmacist

a. Classroom and Laboratory Training. '

Clock Dates of

Description of Training ' Location of Training Hours Training*

Radiation physics and instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material for
medical use

Radiation biology

Total Hours of Training:

NRC FORM 313A (ANP) (10-2006) PRINTED ON RECYCLED PAPER PAGE 1
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APPENDIX B

NRC FORM 313A (ANP) : ' U.S. NUCLEAR REGULATORY COMMISSION
(10-2006) .

AUTHORIZED NUCLEAR PHARMACIST TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION (continued)

2. Structured Educational Program for Proposed Authorized Nuclear Pharmacist (continued) v
b. Supervised Practical Experience in a Nuclear Pharmacy.

Location of Experience/License or Clock Dates of
- Permit Number of Facility Hours Experience*

g

Description of Experience

Shipping, receiving, and performing
related radiation surveys

Using and performing checks for
proper operation of instruments used
to determine the activity of dosages,
survey meters, and, if appropriate,
instruments used to measure alpha-
or beta-emitting radionuclides

—

Calculating, assaying, and safely
preparing dosages for patients or
human research subjects

Using administrative controls to avoid
medical events in administration of
byproduct material

Using procedures to prevent or
minimize radioactive contamination
and using proper decontamination
procedures

Total Hours of Experience:

Supervising Individual

c. Go to and complete Part Il Preceptor Attestation.

PAGE 2
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APPENDIX B

‘INRC FORM 313A (ANP) U.S. NUCLEAR REGULATORY COMMISSION
.j(10-2006) i

AUTHORIZED NUCLEAR PHARMACIST TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

|First Section
-]Check one of the following:

Board Certification

D | attest that has satisfactorily completed the requirements in

Name of Proposed Authorized Nuclear Plarmacist

10 CFR 35.55(a)(1), (a)(2), and (a)(3) and has achieved a.level of competency sufficient to function
independently as an authorized nuclear pharmacist.

OR

Structured Educational Program

] 1 attest that has satisfactorily completed a 700-hour structured

Name of Proposed Authorized Nuclear Pharmacist

educational program consisting of both 200 hours of classroom and laboratory training, and practical
experience in nuclear pharmacy, as required by 10 CFR 35.55(b)(1) and has achieved-a level of -
competency sufficient fo function independently as an authorized nuclear pharmacist. -

Second Section
Complete the following for preceptor attestation and signature:

| am an Authorized Nuclear Pharmacist for

Nuclear Pharmacy or Medical Facility

License/Permit Number

Name of Preceptor Signature Telephone Number - Date "

PAGE 3
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APPENDIX B

NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE : o
AND PRECEPTOR ATTESTATION B, Jomzo0s o020
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

Name of Proposed Authorized User State or Territory Where Licensed

Requested Authorization(s) (check all hat apply)
[ ] 35.100 Uptake, dilution, and excretion studies
| ] 35.200 Imaging and localization studies

D 35.500 Sealed sources for diagnosis (specify device )

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

* Training and Experience, including board certification, must have been obtained within the 7 years preceding
the date of application or the individual must have obtained related continuing education and experience since
the required training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the uses checked above.

|1 1. Board Certification

a. Provide a copy of the board certification.
b. If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part 1|
Preceptor Attestation.
[_] 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervised Work Experlence
(If more than one supervising individual is necessary to document superwsed work experience, provide multiple
copies of this section.)

Location of Experience/License or Clock Dates of

Description of Experience Permit Number of Facility Hours Experience*

Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs

Total Hours of Experience:

Supervising Individual License/Permit Number listing supervising individual as an
authorized user

Supervisor meets the requirements below, or equivalent Agfeement State requirements (check all that apply).

[ ] 35.290 [ ] 35.390 + generator experience in 32.290(c)(1)(il)(G)

NRC FORM 313A (AUD) (10-2007) PRINTED ON RECYCLED PAPER PAGE 1
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APPENDIX B

NRC FORM 313A (AUD) - o ' ' ) U.S. NUCLEAR REGULATORY COMMISSION
(102000 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

D 3. Trainiﬁq and Exberience for Proposed Authorized User

a. Classroom and Laboratory Training.

Clock Dates of

" Description of Training Location of Training Hours Training*

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
35.590)

Radiation biology

Total Hours of Training:

b. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)

Supervised Work Experience Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Ordering, receiving, and unpacking
radioactive materials safely and D Yes
performing the related radiation D No
surveys
Performing quality eontro! .
procedures on instruments used to I:] Yes
determine the activity of dosages :
and performing checks for proper [ ] No
operation of survey meters

PAGE 2
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APPENDIX B

NRC FORM 313A (AUD) = . A U.S. NUCLEAR REGULATOﬁY COMMISSION
(920 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)

b. Supervised Work Experience. (continued)

Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Calculating, measuring, and safely D Yes
preparing patient or human research :
subject dosages ‘ [ No
Using administrative controls to D Yes
prevent a medical event involving the
use of unsealed byproduct materiai D No
Using procedures to contain spilled ' D Yes
byproduct material safely and using
proper decontamination procedures D No
Administering dosages of radioactive D Yes
drugs to patients or human research ‘ ’
subjects [ INo
Eluting generator systems appropriate D Yes
for the preparation of radioactive
drugs for imaging and localization D No
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs L
Supervising Individual : License/Permit Number listing supervising individual as an
fauthorized user
Supervisor meets the requirements below, or équivalent Agreement State requirements (check one).
[]35.190 (] 35.290 [ ]35.390 [ ] 35.390 + generator experience in 35.290(c)(1)(ii)(G)

T

c. For 35.590 only, provide documentation of training on use of the device.

Device - Type of Training - Location and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part || Preceptor
Attestation.

PA_GE 3
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APPENDIX B

NRC FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION
{10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than

one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not
required to meet training requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency."

First Section
Check one of the following for each use requested:

For 35.190

Board Certification

D | attest that has satisfactdrily completed the requirements in
Name of Proposed Authorized User

10 CFR 35.190(a)(1) and has achieved a leve! of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Trainind and Experience

[:] | attest that has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized User

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR
35.190(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35.290

Board Certification

D | attest that " has satisfactorily completed the requirements in
Name of Proposed Authorized User

10 CFR 35.290(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

OR
Training and Experience _
D | attest that has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Second Section

Complete the following for preceptor attestation and signature:

[:[ I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[ ]35.190 [ 135290 [ ]35.390 [ ] 35.390 + generator experience

Name of Preceptor Signature Telephone Number JDate

License/Permit Number/Facility Name

PAGE 4
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APPENDIX B

(10-2007)

NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE ,
AND PRECEPTOR ATTESTATION A Y . NO. $150-0120
(for uses defined under 35.300)
[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User State or Territory Where Licensed

Requested Authorization(s) (check all that apply):

[ ]35.300 Use of unsealed byproduct material for which a written directive is required

OR

\:] 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
D 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
[] 35.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less

D 35.300 Parenteral administration of any other radionuclide for which a written directive is required

1.22 gigabecquerels (33 millicuries)
gigabecquerels (33 millicuries)

than 150 keV for which a written directive is required

[0

* Training and Experience, including board certification, must have been obtained within the 7 years preceding the date
of application or the individual must have related continuing education and experience since the required training and
experience was completed. Provide dates, duration, and description of continuing education and experience related
to the uses checked above.

a.

b. For 35.390, provide documentation on supervised clinical case experience. The table in section 3.c. may

d.

ID 2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization
a.

. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional

. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

Board Certification

Provide a copy of the board certification.

be used to document this experience.

For 35.396, provide documentation on classroom and laboratory training, supervised work experience,
and supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to
document this experience.

Skip to and complete Part | Preceptor Attestation.

Authorized User on Materials License under the requirements below or

equivalent Agreement State requiremehts (check all that apply):

[ ]35.390 [] 35.392 [ ]35.394 | ] 35.490 [ ]35.690

required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part il Preceptor Attestation.

documentation on classroom and laboratory training, supervised work experience, and supervised clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Aliso provide completed Part Il Preceptor Attestation.

NRC FORM 313A (AUT) (10-2007) PRINTED ON RECYCLED PAPER PAGE 1
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APPENDIX B

NRC FORM 313A: (AUT) o - y : - U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

[ | 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training [ ] 35.390 []35.392 [ ] 35.304 [ ] 35.396
Desdriptidn of Training : Location of Training S‘l)?rl; %Ztiﬁisngf,

Radiation physics and
instrumentation

Radiation protection

Mathematics pertainingtothe |-
use and measurement of
. |radioactivity

Chemistry, of byproduct -
material for medical use

Radiation biology

Total Hours of Training:

b. Supervised Work Experience [ ]35.390 [ ] 35.392 [ ]35.394 [ ] 35.396
If more than-one supervising individual is necessary to document supervised training, provide multiple copies
of this page. _

Supervised Work Experience Total Hours of

: ' - o o Experience:

" Description of Experience | ~  Location of Experience/License or Confirm Dates of

Must Include: Permit Number of Facility Experience*

Ordering, receiving, and

unpacking radioactive materials D Yes

safely and performing the

related radiation surveys [ INo

Performing quality control

procedures on instruments ' ‘ D Yes

used {o determine the activity D No

of dosages and performing
checks for proper operation of
survey meters

Calculating, measuring, and : D Yes
safely preparing patient or _ '

human research subject [ 1No
dosages ‘
Using administrative controls to ' D Yes
prevent a medical event

involving the use of unsealed [ ] No
byproduct material

Using procedures to contain

spilled byproduct material D Yes
safely and using proper D No

decontamination procedures
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APPENDIX B’

NRC FORM 313A (AUT) -
{10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

" U.S. NUCLEAR REGULATORY COMMISSION

3. Training and Experience for Proposed Authorlzed User (contmued)

b. Supervised Work Experience (continued) .

Supervising Individual

apply)**

D 35.390 . With experience admmlsterlng dosages of:
[ ]35.302 [ ] Oral Nal-131 requiring a written directive in quantities less than or'equal to 1.22
:' gigabecquerels (33 millicuries)

: D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon-
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

Superwsmg Authorized User must have experience in administering dosages in the same dosage category or categories as the individual

requesting authorized user status.

.License/Permit Number listing supervnsmg individual as an
authorlzed user

c. Supervised Clinical Case Experience

If more than one supervising individual is necessary to document supervised work experience, prowde

multiple copies of this page.

Description of Experience

Number of Cases
Involving Personal
Participation

Location of Experience/License or Permit Dates of
. Number of Facility Experience*

Oral administration of sodium
iodide I-131 requiring a written
directive in quantities less than
or equal to 1.22 gigabecquerels
(33 millicuries)

Oral administration of sodium
iodide 1-131 requiring a written
directive in quantities greater
than 1.22 glgabecquerels (33
millicuries)

Parenteral administration of
any beta-emitter, or
photon-emitting radionuclide
with a photon energy iess than
150 keV for which a written
directive is required

Parenteral administration of
any other radionuclide for
which a written directive is
required

(List radionuciides)

. PAGE 3
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APPENDIX B

NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Ekgeriéﬁce fo‘r Proposed Authorized User (continued)

c. Supervised Clinical Case Experience (continued)

Supervising Individual - -License/Permit Number listing supervising individual as an
rauthorized user

apply)**:

\___\ 35.390 With experience administering dosages of:

D 35.392 - D Oral Nai-131 requiring a written directive in quantities less than or equal to 1.22
: gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

**  Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual
requesting authorized user status.

d. Provide completed Part If Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency.”

First Section , : , )
Check one of the following for each requested authorization:
For 35.390:
Board Certification

D | atteét that has satisfactorily completed the training and experience

Name of Proposed Authorized User

requirements in 35.390(a)(1).

OR

Training and Experience
D | attest that has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 35.390 (b)(1).

PAGE 4
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APPENDIX B

NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)

First Section (continued)

For 35.392 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

[ ] 1attest that has satisfactorily completed the 80 hours of classroom

Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.392(c)(1), and the supervised work and clinical case
experience required in 35.392(c)(2).

For 35.394 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

[ ] 1 attest that has satisfactorily completed the 80 hours of classroom

Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.394 (c)(1), and the supervised work and clinical case
experience required in 35.394(c)(2). '

Second Section

D | attest that has satisfactorily completed the required clinical case

Name of Proposed Authorized User

experience required in 35.390(b)(1)(ii)G listed below:

D Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive
Third Section

E] | attest that has satisfactorily achieved a level of competency to

Name of Proposed Authorized User

function independently as an authorized user for:

D Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

PAGE 5
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APPENDIX B

NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

{10-2007) o ) ‘
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Fourth Section _
For 35.396:
Current 35.490 or 35_.690 authorized user:

[ ] attest that is an authorized user under 10 CFR 35.490 or 35.690

o _ Name of Proposed Authorized User . i )
or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.396 (d)(1), and the supervised work and clinical case |
experience required by 35.396(d)(2), and has achieved a level of competency suficient to function

independently as an authorized user for: '

D Parenteral administration of any beté-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

D Parenteral administration of any other radionuclide for which a written directive is required

OR

Board Certification:

D | attest that has satisfactorily completed the board certification

Name of Proposed Authorized User

requirements of 35.396(c), has satisfactorily completed the 80 hours of classroom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case experience required by’
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an

authorized user for:

D Parenteral administration of any beta-emitter, or photon-emftﬁng radionuclide with a photon energy less
than 150 keV for which a written directive is required

[ ] Parenteral adminstration of any other radionuclide for which a written directive is required

Fifth Section ~
Complete the following for preceptor attestation and signature:

E} I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[ ] 35.390 [ ]35.392 [ ]35.394 [ ]35.396

| have experience administering dosages in the following categories for which the proposed Authorized User is
~ requesting authorization.
Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
millicuries)
D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
150 keV requiring a written directive is required : .

D Parenteral administration of any other radionuclide requiring a written directive

Eme of Preceptor Signature Telephone Number * |Date

License/Permit Number/Facility Name

PAGE 6

NUREG - 1556, Vol. 9, Rev. 2 B-24



APPENDIX B

NRC FORM 313A (AUS) ‘ U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE _
AND PRECEPTOR ATTESTATION ERPIRes: 2omzo0s o 100120
(for uses defined under 35.400 and 35.600)
[10 CFR 35.490, 35.491, and 35.690]

Name of Proposed Authorized User State or Territory Where Licensed
Requested D 35.400 Manual brachytherapy sources D 35.600 Teletherapy unit(s)
Authorization(s) (] 35.400 Ophthalmic use of strontium-90 | ] 35.600 Gamma stereotactic radiosurgery unit(s)

check all that app]
( PRIY) [_] 35.600 Remote afterloader unit(s)

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

Training and Experience, including Board Certification, must have been obtained within the 7 years preceding the
date of application or the individual must have obtained related continuing education and experience since the
required training and experience was completed. Provide dates, duration, and description of continuing education
and experience related to the uses checked above.

| 1. Board Certification

a. Provide a copy of the board certification.

b. For 35.600, go to the table in 3.e. and describe training provider and dates of training for each type of use for
which authorization is sought.

¢. Skip to and complete Part il Preceptor Attestation.

ID 2. Current 35.600 Authorized User Reguestmg Addltional Authorization for 35.600 Use(s) Checked Above

a. Goto the table in sectlon 3.e. to document training for new device.
b. Skip to and complete Part || Preceptor Aftestation.
|D 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training D 35.490 D 35.491 D 35.690

—

Clock Dates of

Description of Training Location of Training Hours Training*

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the
use and measurement of
radioactivity

Radiation biology

Total Hours of Training:

NRC FORM 313A (AUS) (10-2007) PRINTED ON RECYCLED PAPER PAGE 1
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APPENDIX B

NRC FORM 313A (AUS) . U.S. NUCLEAR REGULATORY COMMISSION

{10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)

b. Super\)ised Work and Clinical Experience for 10 CFR 35.490 (If more than one supervising individual is
necessary to document supervised work experience, provide multiple copies of this page.)

Supervised Work Experience ' Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility . Experience*
Ordering, receiving, and
unpacking radioactive materials ‘ : D Ygs
safely and performing the related D No
radiation surveys
Checking survey meters for ‘ - [ Yes
proper operation ' D No
Preparing, implanting, and safely | [ ] Yes
removing brachytherapy sources D No
Maintaining running inventories [ Yes
of material on hand D No
Using administrative controls to D Yes
prevent a medical event
involving the use of byproduct D No
material o
. [] Yes
Using emergency procedures to
control byproduct material ‘ D No
Clinical experience in radiation Location of Experience/License or Dates of
oncology as part of an approved Permit Number of Facility ' Experience*
formal training program p

Approved by:
[ ] Residency Review

Committee for Radiation

Oncology of the ACGME
[ ] Royal College of Physicians
" and Surgeons of Canada
[ ] Committee on Postdoctoral

Training of the American

Osteopathic Association
Supervising Individual License/Permit Number listing supervising individual as an

- Authorized User ' '
PAGE 2
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APPENDIX B

(10-2007)

NRC FORM 313A (AUS) s U.S. NUCLEAR REGULATORY COMMISSION:

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

~ 3. Training and Experience for Proposed Authorized User (continued)
¢. Supervised Cliniqal Experience for 10 CFR 35.491

. . Location of Experience/License or Clock Dates of
Description of Experience Permit Number of Facility Hours Experience*
Use of strontium-90 for
ophthalmic treatment, including:
examination of each individual to
be treated; calculation of the
dose to be administered,;
administration of the dose; and
follow up and review of each
individual's case history
Supervising Individual License/Permit Number listing supervising individual as an
Authorized User
d. Supervised Work and Clinical Experience for 10 CFR 35.690 _
D Remote afterloader Unit(s) : D Teletherapy unit(s) D Gamma stereotactic radiosurgery unit(s)
Supervised Work Experience Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: ‘ Permit Number of Facility Experience*

Reviewing full calibration
measurements and periodic
spot-checks

] Yes
(] No

Preparing treatment plans and
calculating treatment doses and
times

] Yes
[ INo

Using administrative controls to
prevent a medical event
involving the use of byproduct
material ' B

[ ] Yes
[ 1 No

Implementing emergency
procedures to be followed in the
event of the abnormal operation
of the medical unit or console

[ ] Yes
[ ]No

Checking and using survey
meters

D' Yés
[ ] No’

Seiécting the ‘prober dose and -
how it is to be administered

D Yés |
[-] No

B-27 -
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APPENDIX B

NRC FORM 313A (AUS)
{10-2007)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)
d. Supervised Work and Clinical Experience for 10 CFR 35.690 (continued)

Clinical experience in radiation
oncology as part of an approved
formal training program

Location of Experience/license or
Permit Number of Facility

Dates of
Experience*

Approved by:

[ ] Residency Review
Committee for Radiation
Oncology of the ACGME

[ ] Royal College of Physicians
and Surgeons of Canada

[ ] Committee on Postdoctoral
Training of the American
Osteopathic Association

Supervising Individual

‘| Authorized User

License/Permit Number listing supervising individual as an

sought.

e. For 35.600, describe training provider and dates of training for each type of use for which authorization is

Description

Training Provider and Dates

of-Training

Remote Afterloader

Teletherapy

Gamma Stereotactic
Radiosurgery

Device operation

Safety procedures
for the device use

Clinical use of the
device

copies of this page.)

Supervising Individual. if training provided by Supervising
Individual (If more than one supervising individual is necessary
to document supervised work experience, provide multiple

Authorized User

License/Permit Number listing supervising individual as an

Authorized for the following types of use:

[ ] Remote afterloader unit(s) - [ ] Teletherapy unit(s)

D Gamma stereotactic radiosurgery unit(s)

f. Provide completed Part Il Preceptor Attestation.

NUREG - 1556, Vol. 9, Rev. 2
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APPENDIX B

NRC FORM 313A (AUS) . . . o ) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Ii - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the superwsnng
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

4 By checking the boxes below, the preceptdr is attesting' that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency."

| First Section
JCheck one of the following for each requested authorization:

For 35.490:

Board Certification

D | attest that has satisfactorily completed the requirements in

Name of Proposed Authorized User

35.490(a)(1) and has achieved ailéve\l of competency sufficient to function independently asan
authorized user of manual brachytherapy sources for the medical uses authorized under 10 CFR 35.400.

OR

Training and Experlence

D | attest that o o has sétisfactorily completéd the 200 hours of

Name of Proposed Authorized User

classroom and laboratory training, 500 hours of supervised work experience, and 3 years of supervised
clinical experience in radiation oncology, as required by 10 CFR 35.490(b)(1) and (b)(2), and has achieved a
level of competency sufficient to function independently as an authorized user of manual brachytherapy
sources for the medical uses authorized under 10 CFR 35.400.

For 35.491:
D | attest that has satisfactorily completed the 24 hours of

Name of Proposed Authorized User

classroom and Iaboratory training applicable to the medical use of strontium-90 for ophthalmic radiotherapy,
has used strontium-90 for ophthalmic treatment of 5 individuals, as required by 10 CFR 35.491(b), and has

achieved a level of competency sufficient to function independently as an authorized user of strontium-90 for
ophthalmic use.

Second Section
For 35.690:

Board Certification

[ Jlattestthat . _ has satisfactorily completed the requirements in
‘ Name of Proposed Authorized User '
35.690(a)(1).

OR
Training and Experience

D | attest that has satisfactorily completed 200 hours of classroom

Name of Proposed Authorized User

and laboratory training, 500 hours of supervised work experience, and 3 years. df supervised clinical
experience in radiation therapy, as required by 10 CFR 35.690(b)(1) and (b)(2).

AND

PAGE 5
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NRC FORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION

(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) -

Preceptor Attestation (continued)
Third Section
For 35.690: (continued)

D | attest that has received training required in 35.690(c) for device

Name of Proposed Authorized User

operation, safety procedures, and clinical use for the type(s) of use for which authorization is sought, as
checked below.

D Remote afterloader unit(s) D Teletherapy unit(s) [:[ Gamma stereotactic radiosurgery unit(s)

AND
Fourth Section

[ ] attest that has achieved a level of competency sufficient to

Name of Proposed Authorized User .
achieve a level of competency sufficient to function independently as an authorized user for:

D Remote afterloader unit(s) D Teletherapy unit(s) D Gamma stereotactic radiosurgery unit(s)

Fifth Section

Complete the following for preceptor attestation and signature:

D | meet the requirements in 10 CFR 35.490, 35.491, 35.690, or equivalent Agreement State requirements, as
an authorized user for:

[ ] 35.400 Manual brachytherapy sources | | 35.600 Teletherapy unit(s)
D 35.400 Ophthalmic use of strontium-90 D 35.600 Gamma stereotactic radiosurgery unit(s)

[ ] 35.600 Remote afterloader unit(s)

Name of Preceptor Signature Telephone Number Date

License/Permit Number/Facility Name

PAGE 6
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APPENDIX C
License Application Checklists

This Appendix contains checklists that may be used to assist in organizing an application. It
addresses information a medical use licensee needs to provide for authorization to produce PET
radioactive drugs for noncommercial transfer to consortium members. See Appendix AA for
additional information.

Table C.1, Applicability Table, may be used to determine if particular information must be
provided or if “N/A” (not applicable) may be the response to each item that follows. To
determine those items to which applicants must respond, “highlight” the columns under the
categories of materials requested in Item 5 (e.g., 10 CFR 35.300, 35.400). If any “Y” beside an
item is highlighted, applicants must provide detailed information in response to that item. If the
letters “N/A” are highlighted, applicants may respond “N/A” on their applications. If any “N”
beside an item is highlighted, no information in response is required, but NRC regulations that
apply to the given category apply to that type of license. If any “P” beside an item is
highlighted, applicants should provide a commitment as described in the section referenced in
the body of this document. If any “G” beside an item is highlighted, see subsequent sections for
required responses. “APP” indicates that this document contains an appendix that addresses the
item.
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APPENDIX C

_ Table C.1 Applicability Table , _
Section # Topic 35.100/200 | 35.300 | 35.400 | 35.500 | 35.600 | 35.1000 | APP
8.5 Unsealed Byproduct Y
Material — Uptake, e
Dilution, Excretion, oW
Imaging, and Localization ;
Studies
8.5 Unsealed Byproduct Y
Material — Written
Directive Required
8.5 Manual Brachytherapy Y
8.5 Sealed Sources for Y
Diagnosis .
8.5 Teletherapy Units Y -
8.5 Remote Afterloader Units Y
8.5 Gamma Stereotactic Y .
Radiosurgery Units
8.5 Other Medical Uses Y
8.6 Sealed Sources and N N Y Y Y Y
Devices ’
8.7 Discrete Source of Y Y N- N "N Y
Ra-226 (Other than sealed '
sources) S
8.8 Financial Assurance Y Y Y Y Y Y
- Determination » o :
8.9 1 Purpose(s) for Which Y Y Y Y - Y Y
Licensed Material Will :
Be Used ‘ » :
8.10 Training and Experience G G G .G .G G
8.11 Radiation Safety Officer Y Y Y Y Y Y I,D
8.12 Authorized User(s) (AUs) Y Y Y Y Y Y D
8.13 Authorized Nuclear Y Y N/A N/A N/A Y D’
Pharmacist (ANP) . .. o o
8.14 Authorized Medical N/A N/A Y* N/A Y Y D
Physicist (AMP) : '
8.15 Facilities and Equipment G - G G -G G G
8.16 Facility Diagram - -Y Y Y Y Y Y - )
8.17 Radiation Monitoring Y,P Y;P -Y,P “Y,P Y,P Y,P K
Instruments o . ’
8.18 Dose Calibrator and P P N/A N/A N/A P
Other Equipment
8.19 Therapy Unit - N/A “N/A N N/A Y - - N
Calibration and Use o . L - .
8.20 Other Equipment and N "N N N Y "N
Facilities o SR o S
8.21" Radiation Protection G G G G G G
Program ,
8.22 Safety Procedures and N/A N/A N/A N/A Y N/A
Instructions
8.23 Occupational Dose P P P P P P M
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APPENDIX C

Table C.1 Applicability Table

Section # Topic 35.100/200 | 35.300 | 35.400 | 35.500 | 35.600 | 35.1000 | APP
8.24 Area Surveys P P P P P P R
8.25 Safe Use of Unsealed P P N/A N/A N/A P T
Licensed Material
8.26 Spill/Contamination P P P N/A N/A P N
Procedures .
8.27 Service of Therapy N/A N/A- N/A N/A Y Y
Devices Containing
Sealed Sources
8.28 Minimization of N N N N N N
Contamination ,
8.29 Waste Management P P P P P P w
8.30 Fees Y Y Y Y Y Y
8.31 Certification Y Y Y. Y Y Y
8.32 Safety Instruction for N N N N N N J
. Individuals in Restricted
Areas .
8.33 Public Dose N N N N N "N
8.34 Opening Packages N N N N N N
8.35 Written Directive - N/A N N . N/A N N S
Procedures
8.36 Release of Patients or N N N N/A N/A N U
Human Research Subjects
8.37 Mobile Medical Service N N N N N - N \Y%
8.38 Audit Program N N N N . N N L
8.39 Operating and Emergency N N N N N N N
Procedures ‘ : "
8.40 Material Receipt and N N N | N N - N
Accountability - .
8.41 Ordering and Receiving - N N - N- N N N o
8.42 Sealed Source Inventory N N N N N N
8.43 Records of Dosages and "N N "N N N N
Use of Brachytherap ’
Source :
8.44 Recordkeeping N Ni | N N N N X
8.45 Reporting N--- N . N N N N Y
8.46 Leak Tests N N N N N N Q
8.47 Safety Procedures for N/A N N N/A N** "N’
Treatments when Patients '
are Hospitalized
8.48 Transportation N - N N N N N Z

* Y beside item 8.13 for use under 35.400 applies to Sr-90 only.
** N/A for teletheragx and gamma stereotactic radiosurgeg outgatient treatments.
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Table C.2 outlines the detailed responses that may be made to Items 5 and 6 on Form 313 for the
type of radioactive material requested and the purposes for which it will be used. For example,
if the applicant is seeking a license for unsealed byproduct material under 10 CFR 35.100 or
35.200, then the applicant should check the “yes” column next to 10 CFR 35.100.and 35.200 in
Table C.2. The table then indicates appropriate responses for that type of use. An applicant may
copy the checklist and include it in the license application.

The applicant should review the guidarice in Section 5.2 and mark security-related information
appropriately. '

Note: The NRC now has regulatory authority for accelerator-produced radioactive material and
discrete sources of Ra-226, as a result of the EPAct. Uses of these materials are added to
Table C.2.
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Table C.2 Items 5 and 6 on NRC Form 313: Radioactive Material and Use
(If using this checklist, check applicable rows and fill in details, and ‘
attach copy of checklist to the application.)
O Yes | This response includes security-related sensitive information (see Section 5.2) which is included in

0 No Attachment and marked “Security-related information — withhold under 10 CFR 2.390”
. . Form or Manufacturer/ Maximum P
Yes Radionuclide Model No. Quantity Purpose of Use
Any byproduct ' Any As needed Any uptake, dilution, and
material permitted by excretion study permitted
10 CFR 35.100 by 10 CFR 35.100.
Any byproduct Any As needed Any imaging and
material permitted by localization study
10 CFR 35.200 permitted by
10 CFR 35.200.
F-18 Any curies Production of PET
radioactive drugs under
10 CFR 30.32()).
O-15 Any Production of PET
curies radioactive drugs under
10 CFR 30.32(j).
C-11 Any curies Production of PET
radioactive drugs under
10 CFR 30.32(j).
Any byproduct Any millicuries Any radiopharmaceutical
material permitted by therapy procedure
10 CFR 35.300 permitted by
10 CFR 35.300.
lodine-131 . Any ___ millicuries Administration of I-131
sodium iodide.
Byproduct material Sealed source or device |___millicuries Any brachytherapy
permitted by {Manufacturer procedure permitted by
10 CFR 35.400 , 10 CFR 35.400.
(Radionuclide Model No. )
)
Byproduct material Sealed source or device |___ millicuries Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 , 10 CFR 35.400.
(Radionuclide ModelNo. )
)
Byproduct material Sealed source or device | millicuries Any brachytherapy
permitted by {Manufacturer procedure permitted by
10 CFR 35.400 , 10 CFR 35.400.
(Radionuclide ModelNo. )
— )
Byproduct material Sealed source or device |___ millicuries Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 , 10 CFR 35.400.
(Radionuclide Model No. )
=#

C-5
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Table C.2 Items 5 and 6 on NRC Form 313: Radioactive Material and Use
(If using this checklist, check applicable rows and fill in details, and
' attach copy of checklist to the application.)
Yes Radionuclide Form o;{l(:/([;:l;foa.cturer/ l\(’[;:::::lt;n Purpose of Use
Strontium-90 Sealed source or device |__millicuries Treatment of superficial
(Manufacturer eye conditions using an
) applicator distributed
Model No. ) pursuant to 10 CFR 32.74
and permitted by
10 CFR 35.400.

Byproduct material

Sealed source or device

curies per source and

Diagnostic medical use

permitted by (Manufacturer ___curies total of sealed sources
10 CFR 35.500 , permitted by
Check all that apply: | Model No. ) 10 CFR 35.500 in
O Gd-153; compatible devices
0 1-125; registered pursuant to
O  Other, describe 10 CFR 30.32(g).
Iridium-192 Sealed source or device |__curies per source and |One source for medical
(Manufacturer ___curies total use permitted by
' , 10 CFR 35.600, in a
Model No. ) Manufacturer
Model No.
remote afterloading
brachytherapy device.

One source in its
shipping container as
necessary for
replacement of the source
in the remote afterloader
device.

Cobalt-60

Sealed source or device
(Manufacturer

Model No. ),

curies per source and
curies total

One source for medical
use permitted by

10 CFR 35.600, ina
Manufacturer

Model No.

teletherapy unit. One
source in its shipping
container as necessary for
replacement of the source
in the teletherapy unit.

Cobalt-60

Sealed source or device
(Manufacturer

Model No. )’

curies per source and
curies total

For medical use
permitted by

10 CFR 35.600, in a
Manufacturer

b

Model No.

stereotactic radiosurgery
device. Sources in the
shipping container as
necessary for
replacement of the
sources in the stereotactic
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APPENDIX C

Table C.2 "items 5 and 6 on NRC Form 313: Radioactive Material and Use
(If using this checklist, check applicable rows and fill in details, and
attach copy of checklist to the application.)

. . Form or Manufacturer/ Maximum -
Yes Radionuclide ‘Model No: Quantity Purpose of Use
' ' radiosurgery device.
Any byproduct Prepackaged kits ‘_millicuries In vitro studies.
'material under
10 CFR 31.11
Depleted uranium Metal ___kilograms Shielding in a teletherapy
unit.
Depleted uranium Metal ___kilograms Shielding in a linear
accelerator.
Any radionuclide in | Sealed source or device |___ millicuries Foruse ina
excess of 30 (Manufacturer Manufacturer
millicuries for use in , )
calibration, Model No. ) Model No.

transmission, and

‘reference sources.

(List radionuclide:

)

for calibration and
checking of licensee’s
survey instruments.

Americium-241

Sealed source or device
(Manufacturer

| Model No.. )

millicuries per source
and
millicuries total

Use as an anatomical
marker.

N

Plutonium (principal
radionuclide Pu-238)

Sealed sources

millicuries per source
and
grams total

As a component of.
Manufacturer

ModelNo. _
nuclear-powered cardiac
pacemakers for clinical
evaluation in accordance
with manufacturer’s
protocol dated

This authorization -
includes: follow-up,
explantation, recovery,

| disposal, and

implantation.

Other

Form or
Manufacturer/Model No.

1 millicuries

Purpose of use

C-7
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Table C.3 contains a checklist that may be used to identify the attacheddocuments that the . . .
applicant is supplying for items for which a response is required. For example, an applicant may
fill in the name of the Radiation Safety Officer in Table C.3 and then check the boxes indicating
which documents pertaining to the RSO are being included in the license application. An
applicant. may copy the checklist and include it in the license application. '
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APPENDIX C

Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal .

(Check all applicable rows and fill in details and attach a copy of the checklist to the applzcatton or

provide information separately.)

< 'Check box
Item Number to mdlc.ate
. - Suggested Response material
and Title . .
included in
application
Item 7: Radiation | For an individual previously identified as an RSO on an NRC or
Safety Officer Agreement State license or permit:
Name: Previous license number (if issued by the NRC), or a copy of a license (if O

issued by an Agreement State), or a copy of a permit (if issued by an NRC
master materials licensee) on which the individual was specifically named
as the RSO.

For an individual qualifying under 10 CFR 35.57(a)(3):

Documentation that the individual was: 0
+ the RSO for only the medical uses of accelerator-produced radioactive
material or discrete sources of Ra-226 included in the definition of

byproduct material as a result of the EPAct;
+ the RSO for the medical uses of these materials before or during the
effective period of NRC’s waiver of August 31, 2005.

For an individual qualifying under 10 CFR 35.50(a):

Copy of certification by a specialty board whose certification process has g
been recognized'® by NRC or an Agreement State under 10 CFR 35.50(a).

AND
Description of the training and é‘xperience specified in 10 CFR 35.50(e) a

demonstrating that the proposed RSO is qualified by training in radiation
safety, regulatory issues, and emergency procedures as applicable to the
types of use for which the applicant seeks approval of an individual to
serve as RSO.

AND

Written attestation, signed by a preceptor RSO, that the individual has O
satisfactorily completed training in and experience required for
certification, as well as training in radiation safety, regulatory issues, and
emergency procedures for the types of use for which the licensee seeks
approval, and has achieved a level of radiation safety knowledge sufficient
to function independently as an RSO.

AND

If applicable, description of recent related continuing education and o
experience as required by 10 CFR 35.59.

'0The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site http.//www.nrc.gov/materials/miau/med-use-toolkit. html.
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APPENDIX C

Table C.3

provide information separately.)

ltems 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the application or

Item Number
and Title

Suggested Response

Check box
to indicate
material
included in
application

For an individual qualifying under 10 CFR 35.50(b):

Description of the training and experience specified in 10 CFR 35.50(b)
demonstrating that the proposed RSO is qualified by training and
experience as applicable to the types of use for which the applicant seeks
approval of an individual to serve as RSO.

AND

o

Description of the training and experience specified in 10 CFR 35.50(¢)
demonstrating that the proposed RSO is qualified by training in radiation
safety, regulatory issues, and emergency procedures as applicable to the
types of use for which the applicant seeks approval of an individual to
serve as RSO.

AND

Written attestation, signed by a preceptor RSO, that the individual has
satisfactorily completed the required training and experience specified in
10 CFR 35.50(b), as well as the training in radiation safety, regulatory
1ssues, and emergency procedures for the types of use for which the
licensee seeks approval, and has achieved a level of radiation safety
knowledge sufficient to function independently as an RSO. -

AND

If applicable, description of recent related continuing education and
experience as required by 10 CFR 35.59.

For an individual qualifying under 10 CFR 35.50(c)(1):

Copy of the certification(s) as a medical physicist by a board _whosé
certification process has been recognized'' by the NRC or an Agreement
State under 10 CFR 35.51(a) and description of the experience specified in
10 CFR 35.50(c)(1) demonstrating that the proposed RSO is qualified by
experience as applicable to the types of use for which the applicant seeks
approval of an individual to serve as RSO.

AND

Description of the training and experience specified in 10 CFR 35.50(e)
demonstrating that the proposed RSO is qualified by training in radiation
safety, regulatory issues, and emergency procedures as applicable to the
types of use for which the applicant seeks approval of an individual to
serve as RSO.

AND

"'The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site http:// www.nre. gov/materials/miaw/med-use-toolkit.html.

NUREG - 1556, Vol. 9, Rev. 2 C-10




APPENDIX C

Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the application or
provide information separately.)

Check box
to indicate
Item 1\.Jumber Suggested Response material
and Title . . .
included in
application
Written attestation, signed by a preceptor RSO, that the individual has a
satisfactorily completed the required training and experience specified for
certification, as well as training in radiation safety, regulatory issues, and
emergency procedures for the types of use for which the licensee seeks
approval, and has achieved a level of radiation safety knowledge sufficient
to function independently as an RSO. '
| AND
If applicable, description of recent related continuing education and O

experience as required by 10 CFR 35.59.
For an individual qualifying under 10 CFR 35.50(c)(2):

Copy of the licensee’s license indicating that the individual is an AU, a.
AMP, or ANP identified on the licensee’s license and has experience with ’
radiation safety aspects of similar types of use of byproduct material for
which the applicant seeks approval of an individual to serve as RSO.

AND

Description of the training and experience specified in 10 CFR 35.50(e) )
demonstrating that the proposed RSO is qualified by training in radiation
safety, regulatory issues, and emergency procedures as applicable to the
types of use for which the applicant seeks approval of an individual to
serve as RSO.

AND

Written attestation, signed by a preceptor RSO, that the individual has 0
satisfactorily completed the requirements in 10 CFR 35.50(c)(2), as well '
as training in radiation safety, regulatory issues, and emergency
procedures for the types of use for which the licensee seeks approval, and
has achieved a level of radiation safety knowledge sufficient to function
independently as an RSO. »

AND

If applicable, description of recent related continuing education and )

experience as required by 10 CFR 35.59.
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Table C.3

provide information separately.)

“Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the application or

process has been recognized'? by the NRC under 10 CFR Part 35,
Subpart D, E, F, G, or H, as applicable to the use requested.

AND

Check box
. to indicate
Ite:;,lTNtl;.mber Suggested Response material ‘
an . t ve‘ included in
) application
Item 7: Authorized | For an individual previously identified as an AU on an NRC or Agreement
Users for medical State license or permit:
uses:
Name(s), (including | Previous license number (if issued by the NRC), or a copy of the license m]
license number (if issued by an Agreement State), or a copy of a permit issued by an NRC
authorizing practice | master materials licensee, or a copy of a permit issued by an NRC or’
of medicine, Agreement State broad-scope licensee, or a copy of a permit issued by an
podiatry, or NRC Master Materials License broad-scope permittee on which the
dentistry if not physician, dentist, or podiatrist was specifically named as an AU for the
provided previously |uses requested. '
or in attachment); :
Requested uses for
each individual
For an AU requesting authorization for an additional medical use:
Description of the additional training and experience to demonstrate the a
| AU is also qualified for the new medical uses requested (e.g., training and
experience needed to meet the requirements in 10 CFR 35.290 (b), 35.396,
35.390(b)(1)(ii)(G), or 35.690(c)). '
AND
A preceptor attestation, if required (e.g., attestation is required to meet the
requirements in 10 CFR 35.396, 35.390(b)(1)(ii}(G), or 35.690(c)).
For an individual qualifying under 10 CFR 35.57(b)(3):
Documentation that the physician, podiatrist, or dentist: )
+ used only accelerator-produced radioactive materials, or discrete
sources of Ra-226, or both, for medical uses before or during the
effective period of NRC’s waiver of August 31, 2005; and -
« used these materials for the same medical uses requested. )
For an individual qualifying under 10 CFR Part 35, Subparts D, E, F, G,
and/or H, who is board-certified:
Copy of the certification(s) by a specialty board(s) whose certification 0

">The names of board certifications that have been recognized by the NRC or an Agreement State are

posted on the NRC’s Web site http://www.nrc. gov/materials/miaw/med-use-toolkit.html.
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Table C.3 Items 7 through 11 on NRC Form 313: Training & Expenence, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the application or
provide information separately.)

Check box
Item Number ‘ ‘ to-mdlc‘ate ;
. Suggested Response material |
and Title . .
included in
application

For an individual with a board certification recognized under O
10 CFR 35.390, a description of the supervised work experience .
administering dosages of radioactive drugs required in
10 CFR 35.390(b)(1)(ii)(G) demonstrating that the proposed AU is
qualified for the types of administrations for which authorization is
sought; " ‘

- AND

For an individual with a board certification recognized under . o o0
10 CFR 35.390 for medical uses described in 10 CFR 35.200, a
description of the supervised work experience eluting generator systems
required in 10 CFR 35.290(c)(1)(i1)(G) demonstrating the proposed AU is
also qualified for imaging and localization medical uses; '

AND

For an individual with a board certification recognized under o
10 CFR 35.490 or 35.690 seeking authorization under 10 CFR 35. 396(d),

a description of the classroom and laboratory training and supervised work
experience required to demonstrate qualifications for administering ..
parenteral administrations of unsealed byproduct material requiring a
written directive;

AND

For an individual secking authorization under 10 CFR Part 35, Subpart H, -0
description of the training specified in 10 CFR 35.690(c)y demonstrating
that the proposed AU is qualified for the type(s) of use for which
authorization is sought;

~ AND

Written attestation, signed by a preceptor physician AU, that the training )
and experience specified for certification, as well as the clinical casework,
or training and experience required by 10 CFR 35.396(d); or training for
10 CER 35.600 types of use, if appropriate, have been satisfactorily
completed and that a level of competency sufficient to function
independently as an AU for the medical uses authorized has been
achieved;

AND

If applicable, description of recent related continuing education and -0
experience as required by 10 CFR 35.59.
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provide information separately.)

Table C.3  Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the applzcatzon or

Item Number
and Title

Suggested Response

“ Check box

to indicate
material

included in

application

For an individual qualifying under 10 CFR Part 35, Subparts D, E, F, G,
and/or H, who is not board-certified:

A description of the training and experience identified in 10 CFR Part 35,
Subparts D, E, F, G, and H, demonstrating that the proposed AU is
qualified by training and experience for the use(s) requested.

AND

For an individual seeking authorization under 10 CFR Part 35, Subpart H,
description of the training specified in 10 CFR 35.690 (c) demonstrating
that the proposed AU is qualified for the type(s) of use for which
authorization is sought.

AND

Written attestation, signed by a preceptor physician AU, that the above
training and experience have been satisfactorily completed and that a level
of competency sufficient to function independently as an AU for the
medical uses authorized has been achieved.

AND

If applicable, description of recent related continuing education and
experience as required by 10 CFR 35.59.

Item 7: Authorized
Nuclear Pharmacists

Name(s) and license
to practice
pharmacy:

For an individual previously identified as an ANP on an NRC or
Agreement State license or permit:

Previous license number (if issued by the NRC), or a copy of the license
(if issued by an Agreement State), or a copy of a permit issued by an NRC
master materials licensee, or a copy of a permit issued by an NRC or
Agreement State broad-scope licensee, or a copy of a permit issued by an
NRC Master Materials License broad-scope permittee on which the
individual was specifically named ANP.

For an individual qualifying under 10 CFR 35.57(a)(3): -

Documentation that the nuclear pharmacist:

+ used only accelerator-produced radioactive materials or discrete
sources of Ra-226, or both, in the practice of nuclear pharmacy before
or during the effective period of NRC’s waiver of August 31, 2005;
and

+ used these materials for the same uses requested.
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Table C.3  Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Eqmpment Radiation Protection Program, and Waste Disposal
(Check all applzcable rows and fill in details and attach a copy of the checklist to the application or
: . oo provide information separately.)
' Check box
Item Number S to indicate,
. Suggested Response material
and Title - . .
included in
: . application
For an individual qualifying under 10 CFR 35.55(a). ‘
Copy. of the certification(s) of the specialty board whose certification m)
process has been recogmzed13 under 10 CFR 35.55(a).
AND
Written attestation, signed by a preceptor ANP, that training and ]
experience required for certification have been satisfactorily completed
and that a level of competency sufﬁc1ent to function mdependently as an
ANP has been achxeved
AND
If applicable, description of recent related continuing education and ‘ a
experience as required by 10 CFR 35.59.
For an individual 'qualiﬁ;ing under 10 CFR 35.55(b):
Desoription of the tréining and experiencé specified in 10 CFR 35.55(b) a
demonstrating that the proposed ANP is qualified by training and
experience.
AND
¢ | Written attestation, signed by a preceptor ANP, that the above training and 0
experience have been satisfactorily completed and that a level of
competency sufﬁc1ent to function independently as an ANP has been
achieved.
AND
If applicable, description of recent related continuing education and 0
experience as required by 10 CFR 35.59.
Item 7: Authorized |For an individual previously identified as an AMP on an NRC or
Medical Physicists | Agreement State license or permit: :
Name(s): Previous license number (if issued by the NRC), or a copy of the license m]
' ‘ (if issued by an Agreement State), or a copy of a permit issued by an NRC
master materials licensee, or a copy of a permit issued by an NRC or
Agreement State broad-scope licensee, or a copy of a permit issued by an
NRC Master Materials License broad-scope permittee on which the
individual was specifically named an AMP for the uses requested.

*The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site http:/www.nrc.gov/materials/miaw/med-use-toolkit.html.
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Table C.3

provide information separately.)

“Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
_ -& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the application or

Item Nuniber
and Title

Suggested Response

Check box
to indicate
material
included in
application

For an individual qualifying under 10 CFR 35.57(a)(3):

Documentatlon that the medical physmst

. used only accelerator—produced radioactive matenal discrete sources
of Ra-226, or both, for medical uses before or during the effective
period of NRC’s waiver of August 31, 2005; and

* used these materials for the same medical uses requested.

O

For an individual qualifying under 10 CFR 35.51(a):

Copy of thé certification(s) of the specialty board(s) whose certification
process has been recognized' under 10 CFR 35.51(a).

" AND

Description of the training and experience specified in 10 CFR 35.51(c)

demonstrating that the proposed AMP is qualified by training in the types

of use for which he or she is requesting AMP status, including hands-on
device operation, safety procedures, clinical use, and operation of a
treatment planning system.

. AND

| Written attestation, signed by a preceptor AMP, that the required training

and experience required for certification, as well as the training and

- | experience specified in 10 CFR 35.51(c) have been satisfactorily

completed, and that a level of competency sufficient to function
independently as an AMP has been achieved. '

AND

If appllcable description of recent related continuing educatlon and
experience as required by 10 CFR 35.59.

For an individual qualifying under 10 CFR 35.51(b):

' Description of the training and experience demonstrating that the proposed

AMP is qualified by training and experience identified in
10 CFR 35.51(b)(1) for the uses requested

AND

"“The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site http://www.nrc.gov/materials/miau/med-use-toolkit.html.
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Table C.3 -

Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows-and fill in details and attach a copy of the checklist to the application or

provide information separately.)

Item Number
and Title o

Suggested Response

Check box
to indicate
material
included in
application

Description of the training and experience specified in 10 CFR 35.51(c)
demonstrating that the proposed AMP is qualified by training in the types
of use for which he or she is requesting AMP status, including hands-on
device operation, safety procedures, clinical use, and operation of a
treatment planning system.

AND

o

Written attestation, signed by a preceptor AMP, that the required training
and experience have been satisfactorily completed and that a level of
competency sufficient to function independently as an AMP has been
achieved. :

AND

If applicable, description of recent related continuing education and
experience as required by 10 CFR 35.59.

Item 7: Authorized
User for nonmedical
uses

Name(s):

Requested types,
quantities, and
nonmedical uses for
each individual

Note: For purposes of this section of the table, the term “authorized user”
is used to mean individuals authorized for the nonmedical uses described.
See Sections 8.11 and 8.12.

For an individual previously authorized for nonmedical use on an NRC or

Agreement State license or permit:

Previous license number (if issued by the NRC), or a copy of the license
(if issued by an Agreement State), or a copy of a permit issued by an NRC
master materials licensee, or a copy of a permit issued by an NRC or
Agreement State broad-scope licensee, or a copy of a permit issued by an
NRC Master Materials License broad-scope permittee on which the
individual was specifically named an AU for the types, quantities, and
uses requested. ' '

.| For individuals qualifying under 10 CFR 30.33(a)(3):

Documentation of the individual’s training and experience demonétrating
that the individual is qualified to use the types and quantities of licensed
materials for the requested uses.

Item 9: Facility
Diagram

A diagram is enclosed that describes the facilities and identifies activities
conducted in all contiguous areas surrounding the area(s) of use. The
following information is included:

* Guidance in Section 5.2 was reviewed and security-related sensitive
information provided is marked accordingly.

» Drawings should be to scale, indicating the scale used.
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Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to- the application or

provide information separately.)

Item Number
and Title

Suggested Response

Check box
to indicate
material
included in
application

* Location, room numbers, and principal use of each room or area where
byproduct material is prepared, used or stored, location of direct
transfer delivery tubes from a PET radionuclide/radioactive drug
production facility or production area of PET radioactive drugs under
10 CFR 30.32(j), and areas where higher energy gamma- emitting
radionuclides (e.g., PET radionuclides) are used;

« Location, room numbers, and principal use of each adjacent room
(e.g., office, file, toilet, closet, hallway), including areas above, beside,
and below therapy treatment rooms, indicating whether the room is a
restricted or unrestricted area as defined in 10 CFR 20.1003; and

* Provide shielding calculations and include information about the type,
thickness, and density of any necessary shielding to enable
independent verification of shielding calculations, including a
description of any portable shields used (e.g., shielding of proposed
patient rooms used for implant therapy, including the dimensions of
any portable shield, if one is used; source storage safe).

In addition to the above, for teletherapy and GSR facilities, applicants
should provide the directions of primary beam usage for teletherapy units
and, in the case of an isocentric unit, the plane of beam rotation.

0

Item 9: Radiation
Monitoring
Instruments

A statement that: “Radiation monitoring instruments will be calibrated by
a person qualified to perform survey meter calibrations.”

AND/OR

A statement that: “We have developed and will implement and maintain
written survey meter calibration procedures in accordance with the
requirements in 10 CFR 20.1501 and that meet the requirements of

10 CFR 35.61.” S

AND

detector, portable or stationary count rate meter, portable or stationary
dose rate or exposure rate meter, single or multichannel analyzer, liquid
scintillation counter, proportional counter) that will be used to perform
required surveys.

AND

A statement that: “We reserve the right to upgrade our survey instruments
as necessary as long as they are adequate to measure the type and level of
radiation for which they are used.”

Item 9: Dose
Calibrator and Other
Dosage Measuring
Equipment

A statement that: “Equipment used to measure dosages will be calibrated
in accordance with nationally recognized standards or the manufacturer’s
instructions.”
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Table C.3 - Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the application or
' provide information separately.)

Check box
to indicate
Item Number Suggested Response material
and Title .o .
: included in
application
When administering dosages of alpha-emitting unsealed byproduct
material in other than unit dosages made by a manufacturer or preparer
licensed under 10 CFR 32.72 or 10 CFR 30.32(j),
» A statement that: “Dosages will be determined by relying on the a
provider’s dose label for measurement of the radioactivity and a
combination of volumetric measurement and mathematical
calculation.”
OR
* We are providing a description of the dosage measurement 0
equipment, the nationally recognized calibration standard (or
manufacturer’s calibration instructions), and dosage measurement
procedures. ‘
Item 9: Therapy We are providing the procedures required by 10 CFR 35.642, 0
Unit - Calibration 10 CFR 35.643, and 10 CFR 35.645, if applicable to the license
and Use application.
Item 9: Other Guidance in Section 5.2 was reviewed and security-related information 0
Equipment and provided is marked accordingly. :
Facilities
Attached is a description, identified as Attachment 9.4, of additional i

facilities and equipment.

For manual brachytherapy facilities, we are providing a description of the 0
emergency response equipment.

For PET radionuclide use, PET radioactive drug production, and 0
radiopharmaceutical therapy programs, we are providing a description of
the additional facilities and equipment for these uses.

For teletherapy, GSR, and remote afterloader facilities, we are providing a
description of the following:

« Warning systems and restricted area controls (e.g., locks, signs, 0
warning lights and alarms, interlock systems) for each therapy
treatment room;
» Area radiation monitoring equipment; o
+ Viewing and intercom systems (except for LDR units}); _ a
"I+ Steps that will be taken to ensure that no two units can be operated 0

simultaneously, if other radiation-producing equipment (e.g., linear
accelerator, X-ray machine) is in the treatment room;

"I Methods to ensure that whenever the device is not in use or is 0
‘ unattended, the console keys will be inaccessible to unauthorized
persons; and

+ Emergency response equipment. )
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provide information separately.)

Table C.3- - Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
- & Equipment, Radiation Protection Program, and Waste Disposal
- (Check all applicable rows and fill in details and attach a copy of the checklist to the application or

8.25, 8.27, and 8.29, on the topics: facilities and equipment, facility
diagram, Radiation Protection Program, safety program, and waste
management.

Check box
S to indicate
ltem Nlumb‘er Suggested Response material
and Title . .
A included in
‘ » application
Item 10: Safety Attached are procedures required by 10 CFR 35.610. 0
Procedures and - -
Instructions
Guidance in Section 5.2 was reviewed and security-related sensitive g
information provided is marked accordingly.
Item 10: A statement that: “Either we will perform a prospéctive evaluation 0
Occupational Dose | demonstrating that unmonitored individuals are not likely to receive, in'1
year, a radiation dose in excess of 10% of the allowable limits in
10 CFR Part 20 or we will provide dosimetry that meets the requirements |
listed under ‘Criteria’ in NUREG-1556, Vol. 9, Rev. 1, ‘Consolidated
Guidance About Materials Licenses: Program-Specific Guidance About
Medical Use Licenses.’ ”
OR
| A description of an alternative method for demonstrating compliance with 0
the referenced regulations.
Item 10: Area A statement that: “We have developed and will implement and maintain o
Surveys written procedures for area surveys in accordance with 10 CFR 20.1101
that meet the requirements of 10 CFR 20.1501 and 10 CFR 35.70.”
Item 10: Safe Use {A statement that: “We have developed and will implement and maintain 0
of Unsealed procedures for safe use of unsealed byproduct material that meet the’
Licensed Material | requirements of 10 CFR 20.1101 and 10 CFR 20.1301.”
Item 10: A statement that: “We have developed and will implement and maintain 0
Spill/Contamination | written procedures for safe response to spills of licensed material in
Procedures accordance with 10 CFR 20.1101.”
Item 10: Name of the proposed employee and types of activities requested: )
Installation,
Maintenance,
Adjustment, Repair, AND
;12:::5%2325 Description of the training and experience demonstrating that the proposed )
Containing Sealed employee is qualified by training and experience for the use requested.
Sources AND
Copy of the manufacturer’s training certification and an outline of the )
training in procedures to be followed.
Item 10: A response is not required under the following condition: the NRC will N/A
Minimization of consider that the above criteria have been met if the information provided
Contamination in applicant’s responses satisfy the criteria in Sections 8.15, 8.16, 8.21,
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Table C.3 ~ Items 7 through 11 on NRC Form313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to.the application or
provide information separately.).

Check box
Item Number to indicate

and Title ) . Suggested Response . materla!’
. included in
application
Item 11: Waste A statement that: “We have developed and will implement and maintain -0
Management written waste disposal procedures for licensed material in accordance with

10 CFR 20.1101, that also meet the requirements of the applicable section
of 10 CFR Part 20, Subpart K, and of 10 CFR 35.92.”

Attached is a description of the radioactive waste incinerator facility and 0
related portions of the Radiation Safety Program (10 CFR 20.2004).

Attached is a request to receive potentially contaminated radiation -0
transport shields from consortium members receiving PET radioactive -
drugs noncommercially transferred under 10 CFR 30.32(j) authorization.
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Documentation of Training and Experience to Identify
Individuals on a License as Authorized User,
Radiation Safety Officer, Authorized Medical Physicist,
or Authorized Nuclear Pharmacist

Note: The most current guidance is found on NRC’s public Web site at
http://www.nrc.gov/materials/miau/med-use-toolkit.html (Medical Uses Toolkit). .






APPENDIX D

Documentation of Training and Experience to Identify Individuals on a
License as Authorized User, Radiation Safety Officer, Authorized
Medical Physicist, or Authorized Nuclear Pharmacist

L Experienced Authorized Users, Authorized Medical Physicists, Authorized
Nuclear Pharmacists, or Radiation Safety Officer

An applicant or licensee who is adding an experienced authorized user (AU) for medical uses,
authorized medical physicist (AMP), authorized nuclear pharmacist (ANP), or Radiation Safety
Officer (RSO) to its medical use license or application only needs to provide evidence that the
individual is listed on a medical use license issued by the NRC or Agreement State, a permit
issued by an NRC master materials licensee, a permit issued by an NRC or Agreement State
broad-scope licensee, or a permit-issued by an NRC master material broad-scope permittee,
provided that the individual is authorized for the same types of use(s) requested in the
application under review, and the individual meets the recentness of training criteria described in
10 CFR 35.59. When adding an experienced ANP to the license, the applicant also may provide
evidence that the individual is listed on an NRC or Agreement State commercial nuclear
pharmacy license or identified as an ANP by a commercial nuclear pharmacy authorized to
identify ANPs. For individuals who have been previously authorized by, but not listed on, the
commercial nuclear pharmacy license, medical broad-scope license, or Master Materials License
medical broad-scope permit, the applicant should submit either verification of previous
authorizations granted or evidence of acceptable training and experience.

Il. Experienced Physicians, Podiatrists, Dentists, Nuclear Pharmacists, Medical
Physicists, and Radiation Safety Officers Who Only Used Accelerator-
Produced Nuclear Materials, or Discrete Sources of Radium-226, or Both, for
Medical or Nuclear Pharmacy Uses.

In implementing the EPAct, the NRC “grandfathered” physicians, podiatrists, dentists, medical
physicists, and nuclear pharmacists that used only accelerator-produced radioactive materials,
discrete sources of radium-226 (Ra-226), or both, for medical or nuclear pharmacy uses, before
or under the NRC waiver of August 31, 2005, when using these materials for the same uses.
These individuals, as well as individuals that performed RSO duties only for uses of accelerator-
produced radionuclides or discrete sources of Ra-226 at medical or nuclear pharmacy facilities
before or during the effective period of the waiver, do not have to meet the requirements of

10 CFR 35.59, or the training and experience requlrements in 10 CFR Part 35, Subparts B, D, E,
F,and G.

The applicant or licensee that is adding one of these experienced individuals to its medical use
license should document that the individual used only accelerator-produced radionuclides, or
discrete sources of Ra-226, or both, for medical or nuclear pharmacy uses before or during the
effective period of the waiver and that the materials were used for the same uses requested. This
documentation may be, but is not restricted to, evidence that the individual was listed on an
Agreement State or non-Agreement State license or permit authorizing these materlals for the
requested uses.
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. Appliéations that Include Individuals for New Authorized User, Authorized
Medical Physicist, Authorized Nuclear Pharmacist or Radiation Safety Officer
Recognition by NRC

Applicants should submit the appropriate completed form in the NRC Form 313A series to show*
that the individuals meet the correct training and experience criteria in 10 CFR Part 35, Subparts
B, D, E, F, G, and H. For the applicant’s convenience, the NRC Form 313A series has been
separated into six separate forms. The forms are NRC FORM 313A (RSO) for the Radiation
Safety Officer; NRC FORM 313A (AMP) for the authorized medical physicist; NRC FORM
313A (ANP) for the authorized nuclear pharmacist; NRC FORM 313A (AUD) for the authorized
user of the medical uses included in 10 CFR 35.100, 35.200, and/or 35.500; NRC FORM 313A
(AUT) for the authorized user for the medical use included in 10 CFR 35.300; and NRC FORM
313A (AUS) for the authorized user for the medical uses included in 10 CFR 35.400 and/or
35.600. _

There are two primary training and experience routes to qualify an individual as a new AU,
AMP, ANP, or RSO. The first is by means of certification by a board recognized by NRC and
listed on the NRC Web site as provided in 10 CFR 35.50(a), 35.51(a), 35.55(a), 35.190(a),
35.290(a), 35.390(a), 35.392(a), 35.394(a), 35.490(a), 35.590(a), or 35.690(a). Preceptor
attestations must also be submitted for all individuals to qualify under 10 CFR Part 35, Subparts
B and D through H. Additional training may also need to be documented for RSOs, AMPs, and
AUs under 10 CFR 35.600.

The second route is by meeting the structured educational program, supervised work experience,
and preceptor attestation requirements in 10 CFR Part 35, Subparts B, D, E, F, G, and H. In
some cases there may be additional training and experience routes for recognized AUs, ANPs,
AMPs, or RSOs to seek additional authorizations.

IV. Recentness of Training

The required training and experience, including board certification, described in 10 CFR Part 35
must be obtained within the 7 years preceding the date of the application, or the individual must
document having had related continuing education, retraining, and experience since obtaining
the required training and experience. Examples of acceptable continuing education and
experience for physicians include the following:

. Successful completion of classroom and laboratory review courses that include radiation
safety practices relative to the proposed type of authorized medical use,

¢ Practical and laboratory experience with patient procedures using radioactive material for
 the same use(s) for which the applicant is requesting authorization,

. Practical and laboratory experience under the supervision of an AU at the same or another
licensed facility that is authorized for the same use(s) for which the applicant is requesting
authorization, and ,
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. For therapy devices, experience with the therapy unit and/or comparable linear accelerator
experience and completion of an in-service review of operating and emergency procedures
relative to the therapy unit to be used by the applicant.

V. _General Instructions and Guidance for Filling Out NRC Form 313A Series

If the applicant is proposing an individual for more than one type of authorization, the applicant
may need to either submit multiple forms in the NRC Form 313 A series or fill out some sections
more than once. For example, an applicant that requests a physician be authorized for

10 CFR 35.200 and 10 CFR 35.300 medical uses and as the RSO, should provide three
completed NRC Form 313A series forms (i.e., NRC Form 313A (RSO), NRC Form 313A
(AUD) and NRC Form 313A (AUT)). Also, if the applicant requests that a physician be
authorized for both high dose-rate remote afterloading and gamma stereotactic radiosurgery
under 10 CFR 35.600, only one form, NRC Form 313A (AUS) needs to be completed, but one
part (i.e., “Supervised Work and Clinical Experience”) must be filled out twice.

To identify an Agreement State license, provide a copy of the license. To identify a Master
Materials License permit, provide a copy of the permit. To identify an individual

(i.e., supervising individual or preceptor) who is authorized under a broad-scope license or
broad-scope permit of a Master Materials License, provide a copy of the permit issued by the -
broad-scope licensee/permittee. Alternatively, provide a statement signed by the Radiation
Safety Officer or chairperson of the Radiation Safety Committee similar to the following:

“ (name of supervising individual or preceptor) is authorized under

(name of licensee/permittee) broad-scope license number ___to
use - (materials) during ( time frame).” ' '

INTRODUCTORY INFORMATION
Name of individual -

Provide the individual’s complete name so that NRC can dlstmgulsh the trammg and experlence
received from that received by others with a similar name. ,

Note: Do not 1nclude'personal or private information (e. g., date of birth, Social Security
Number, home address, personal telephone number) as part of your qualification documentation.

State or territory where licensed

The NRC requires physicians, dentists, podiatrists, and pharmacists to be licensed by a State or
territory of the United States, the District of Columbia, or the Commonwealth of Puerto Rico to
prescribe drugs in the practice of medicine, as well as licensed in the practice of dentistry,
podiatry, or pharmacy, respectively (see definitions of “physician”, “dentist”, “podiatrist”, and
“pharmacist” in 10 CFR 35.2). ' ‘ ' =
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Requested Authorization(s).
Check all authorizations that apply and fill in the blanks as provided.
Part I. Training and Experience

There are always multiple pathways provided for each training and experience section. Select
the applicable one.

Item 1. Board Certification

The applicant or licensee may use this pathway if the proposed new authorized individual is
certified by a board recognized by NRC (to confirm that NRC recognizes that board’s
certifications, see NRC's Web site http://www.nrc.gov/materials/miaw/med-use-toolkit.html.

Note: An individual that is board-eligible will not be considered for this pathway until the
individual is actually board-certified. Further, individuals holding other board certifications will
also not be considered for this pathway. :

The applicant or licensee will need to provide a copy of the board certification and other
documentation of training, experience, or clinical casework as indicated on the specific form of
the NRC Form 313A series.

All applicants under this pathway (except for 10 CFR 35.500 uses) must submit a completed
Part 1I Preceptor Attestation.

Item 2.  Current Authorized Individuals Seeking Additional Authorizations

Provide the information requested for training, experience, or clinical casework as indicated on
the specific form of the NRC Form 313A series. (Note: This section does not include
individuals who are authorized only on foreign licenses.)

All applicants under this pathway must submit a completed Part IT Preceptor Attestation.

Item 3.  Alternate Pathway for Training and Experlence for Proposed New Authorized
Individuals :

This pathway is used for those individuals not listed on the hcense as authorized 1nd1v1duals
who do not meet the requirements for the board certification pathway.

The regulatory requirements refer to two categories of training: (a) classroom and laboratory
training, and (b) supervised work experience. All hours credited to classroom and laboratory
training must relate directly to radiation safety and safe handling of byproduct material and be -
allocated to one of the topics in the regulations. Each hour of training involving performance of
radiation safety tasks or hands-on use of byproduct material may be credited to either

(a) classroom and laboratory training, or (b) supervised work experience. Note that a single hour
of training may only be counted once and may not be credited to both of these categories.
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The proposed authorized individual may receive the required classroom and laboratory training,
supervised work experience, and clinical casework at a single training facility or at multiple
training facilities; therefore, space is provided to identify each location and date of training or
experience. The date should be provided in the month/day/year (mm/dd/yyyy) format.

The specific number of hours needed for each training and supervised work experience element
will depend upon the type of approval sought. Under the “classroom and laboratory training,” -
provide the number of clock hours spent on each of the topics listed in the regulatory
requirements.

The proposed authorized individual may obtain the required “classroom and laboratory training”
in any number of settings, locations, and educational situations. For example, at some medical
teaching/university institutions, a course may be provided for that particular need and taught in
consecutive days. In other training programs, the period may be a semester or quarter as.part of .
the formal curriculum. Also, the classroom and laboratory training may be obtained using a
variety of other instructional methods. Therefore, the NRC will broadly interpret “classroom - -
and laboratory training” to include various types of instruction, including online training, as long
as it meets the specific clock hour requirements and the subject matter relates to radiation safety
and safe handling of byproduct material for the uses requested.

Under the “supervised work experience” sections of the forms, provide only the total number of
hours of supervised work experience and check the boxes for each of the topics listed in the
regulatory requirements to confirm that the listed subj ect areas were 1ncluded in the superv1sed
work experience. : :

The “supervised work experience” for physicians. must include, but is not limited to, the subject
areas listed in the applicable training and experience requirements. The NRC recognizes that. -
physicians in training will not dedicate all of their supervised work experience time specifically
to the subject areas listed in the regulatory. requirements and will be attending to other clinical
activities involving the medical use of byproduct material (e.g., reviewing case histories or
interpreting scans). Hours spent on these other duties not directly related to radiation safety or--
hands-on use of byproduct material, even though not specifically required by the NRC, may be
credited to the supervised work experience category but not to the classroom and laboratory
training category.

For nuclear pharmacists, under the “supervised practical experience” section, provide the.
number of clock hours for each topic. The supervised practical experience topics for the nuclear
pharmacists include all the basic elements in the practice of nuclear pharrnacy Therefore, all the
hours of supervised experience are allocated to these tOplCS

Note: 1f the proposed new authorized individual had more than one supervisor, provide the
information requested for each supervising individual.

D-5 NUREG - 1556, Vol. 9, Rev:2



APPENDIX D

Part IL. Preceptor Attestation

The NRC defines the term “preceptor” in 10 CFR 35.2, “Definitions,” to mean “an individual
who provides, directs, or verifies training and experience required for an individual to become an
AU, an AMP, an ANP, or an RSO.” While the supervising individual for the work experience
may also be the preceptor, the preceptor does not have to be the supervising individual as long as
the preceptor directs or verifies the training and experience required. The preceptor must attest
in writing regarding the training and experience of any individual to serve as an authorized
individual and attest that the individual has satisfactorily completed the appropriate training and
experience requirements and has achieved a level of competency or a level of radiation safety
knowledge sufficient to function independently. The preceptor language in NRC Forms

313A (AUD), 313A (AUT), and 313A (AUS) does not require an attestation of general clinical
competency but requires sufficient attestation to demonstrate that the individual has the
knowledge to fulfill the duties of the posmon for which the attestation is sought. The preceptor
also has to meet spemﬁc requlrements

The NRC may require supervised work experience conducted under the supervision of an
authorized individual in a licensed material use program. In this case, a supervisor is an
individual who provides frequent direction, instruction, and direct oversight of the student as the
student completes the required work experience in the use of byproduct material.

Supervision may occur at various hcensed facilities, from a large teachmg university hospital to
a small private practice.

The NRC Form 313A series Part I1 - Preceptor Attestation has multiple sections. The preceptor
must complete an attestation of the proposed user’s training, experience, and competency to
function independently, as well as provide information concerning his/her own qualifications and
sign the attestation. Because there are a number of different pathways to obtain the required

training and experience for different authorized individuals, specific instructions are provided
below for each form in the NRC 313A series.

VI. RADIATION SAFETY OFFICER Specific Instructlons and Guidance for
Filling Out NRC Form 313A (RSO)

See Section V, “General Instructions and Guidance for F illing out NRC Form 313A Series,” for
additional clarification on providing information about an individual’s status on an Agreement
State license, medical broad-scope license, or Master Materials License permit.

Part I. Training and Experience - select one of four methods below:

Item 1.  Board Certification

Provide the requested information (i.e., a copy of the board certification, documentation of
specific radiation safety training for all types of use on the license, and a completed preceptor

attestation). As indicated on the form, additional information is needed if the board certification
or radiation safety training was completed more than 7 years ago.
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Specific radiation safety training for each type of use on the license may be supervised by an
RSO, AMP, ANP, or AU who is authorized for that type of use. Specific information regarding
the supervising individual only needs to be provided in the table in 3.c if the training was
provided by an RSO, AMP, ANP, or AU. If more than one supervising individual provided the
training, identify each supervising individual by name and provide his/her qualifications.

Item 2.  Current Radiation Safety Officer Seeking Authorization to Be Recognized as a
’ Radiation Safety Officer for the Additional Medical Use(s) Checked Above.

Provide the requested information (i.e., documentation of specific radiation safety training
(complete the table in 3.c) and a completed preceptor attestation in Part II). As indicated on the
form, additional information is needed if the specific radiation safety training was completed
more than 7 years ago.

Specific radiation safety training for each type of use on the license may be supervised by an
RSO, AMP, ANP, or AU who is authorized for that type of use. Specific information regarding
the supervising individual only needs to be provided in the table in 3.c if the training was
provided by an RSO, AMP, ANP, or AU. If more than one supervising individual provided the
training, identify each supervising individual by name and provide his/her qualifications.

Item 3.  Structured Educational Program for Proposed New Radiation Safety Officer

As indicated on the form, additional information is needed if the training, supervised radiation
safety experience, and specific radiation safety training was completed more than 7 years ago.

Submit a completed Section 3.a.

Submit a completed Section 3.b. The individual must have completed 1 year of full-time
radiation safety experience under the supervision of an RSO. This is documented in Section 3.b
by providing the ranges of dates for supervised radiation safety experience. If there was more
than one supervising individual, identify each supervising individual by name and provide
his/her qualifications.

Provide the requested information (i.e., documentation of specific radiation safety training for
each use on the license (complete the table in 3.c)). Specific radiation safety training for each
type of use on the license may be supervised by an RSO, AMP, ANP, or AU who is authorized
for that type of use. Specific information regarding the supervising individual only needs to be
provided in the table in 3.c if the training was provided by an RSO, AMP, ANP, or AU. If more
than one supervising individual provided the training, identify each supervising individual by
name and provide his/her qualifications. '

Submit a completed Preceptor Attestation in Part II.
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Item 4.  Authorized User, Authorized Medical Physicist, or Authorized Nuclear
Pharmacist Identified on the Licensee’s License '

Provide the requested information (i.e., the license number and documentation of specific
radiation safety training for each use on the license (complete the table in 3.c)). As indicated on

the form, additional information is needed if the specific radlatlon safety training was completed
more than 7 years ago.

Specific radiation safety training for each type of use on the license may be supervised by an
RSO, AMP, ANP, or AU who is authorized for that type of use. Specific information-regarding
the supervising individual only needs to be provided in the table in 3.c if the training was
provided by an RSO, AMP,'ANP, or AU. If more than one supervising individual provided the
training, identify each supervising individual by name and provide his/her qualifications. -

Part I1. Preceptor Attestation

The Preceptor Attestation page has four sections.

The attestation for the new proposed RSO’s training or identification on the license as an AU, -
AMP, or ANP is in the first section.

The attestation for the specific radiation safety training is in the second section.

The attestation for the individual’s competency to function 1ndependently as an RSO fora .
medlcal use license is in the third sectlon

The fourth and final section requests specific information about the preceptor’s authorization as
an RSO on a medical use license in addition to the preceptor’s signature.

The preceptor for a new propbsed RSO must fill out all four sections.

The preceptor for'an RSO seeking authorization to be recognized as an RSO for the addltlonal
medical use(s) must fill out the second third, and fourth sections.

VII. AUTHORIZED MEDICAL PHYSICIST - Specific Instructions and Guidance
for Filling Out NRC Form 313A (AMP)

- See Section V, “General Instructions and Guidance for Filling Out NRC Form 313A Series,” for
additional clarification on providing information about an individual’s status on an Agreement -
State license, medical broad-scope license, or Master Materials License permit. '
Part 1. Training and Experience - select one of the three methods below:

Item 1. Board Certification

Provide the requested information (i.e., a copy of the board certification, documentation of
device-specific training in the table in 3.c, and a completed Preceptor Attestation). ' As indicated
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on the form, additional information is needed if the board certification or device- spemﬁc training
was completed more than 7 years ago.

Device-specific training may be provided by the vendor or a supervising medical physicist
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the table in 3.c if the training was provided by an AMP.
If more than one supervising individual provided the training, identify each supervising
individual by name and provide his/her qualifications.

Item 2. Current Authorized Medical Physicist Seekmg Addltlonal Uses(s) Checked
above

Provide the requested information (i.e., documentation of device-specific training (cdmplete the
table in 3.c) and complete the Preceptor Attestation in Part II). As indicated on the form,
additional information is needed if the device-specific training was completed more than 7 years
ago.

Device-specific training may be provided by the vendor or a supervising medical physicist
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the table in 3.c if the training was provided by an AMP.
If more than one supervising medical physicist provided the training, identify each supervising
individual by name and provide his/her qualifications.

Item 3. Training and Experience for Proposed Authorized Medical Physicist

As indicated on the form, additional information is needed if the degree, training, and/or work
experience was completed more than 7 years ago.

Submit a completed Section 3.a. Submit documentation of a graduate degree (for example, a
copy of a diploma or transcript from an accredited college or university).

Submit a completed Section 3.b. The individual must have completed 1 year of full-time
training in medical physics and an additional year of full-time work experience, which cannot be
concurrent. This is documented in Section 3.b by prov1dmg the ranges of dates for trammg and
work experience. »

If the proposed AMP had more than one supervisor, provide the information requested in
Section 3.b for each supervising individual. If the supervising individual is not an AMP, the
applicant must provide documentation that the supervising individual meets the requirements in
10 CFR 35.51 and 10 CFR 35.59.

Submit a completed Section 3.c for each specific device for which the applicant is requestmg
authorization.

Device-specific traihing may be provided by the vendor or a supervising medical physicist

authorized for the requested type of use. Specific information regarding the supervising :
individual only needs to be provided in the table in 3.c if the training was provided by an AMP.
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If more than one supervising medical physicist provided the training, identify each supervising
individual by name and provide his/her qualifications.

Submit a completed Preceptor Attestation in Part I1.

Part II. Preceptor Attestation

The Preceptor Attestétion page has four sections.

The attestation to the proposed AMP’s training is in the frrst section;
The attestation for the device-specific training is in the secorld section.

The attestation of the individual’s competency to function independently as an AMP for the
specific devices requested by the applicant is in the third section.

The fourth and final section requests specific information about the preceptor’s authorizations to
use licensed material, in addition to the preceptor’s signature.

The preceptor for a proposed new AMP must fill out all four sections of this page. The preceptor
for an AMP seeking additional authorizations must complete the last three sections.

Vill. AUTHORIZED NUCLEAR PHARMACIST - Specific Instructions énd
Guidance for Filling Out NRC Form 313A (ANP) :

See Section V, “General Instructions and Guidance for Filling out NRC Form 313A Series,” for
additional clarification on providing information about an individual’s status on an Agreement -
State license, medical broad-scope license, or Master Materials License permit.

Part I. Training and Experience - select one of the two methods below:

Item 1. - Board Certification

Provide the requested information (i.e., a copy of the board certification and a completed

- Preceptor Attestation). As indicated on the form, additional information is needed if the board

certification occurred more than 7 years ago.

Item 2. Structured Educational Program for a Proposed Authorlzed Nuclear
Pharmacist '

As indicated on the form, additional information is needed if the tra1n1ng and/or superv1sed
practical experience was completed more than 7 years ago. :

Submit completed Sections 2.a and 2.b. If the proposed new nuclear pharmacist had more than
one supervisor, provide the name of each supervising individual in Section 2.b.

Submit a completed Preceptor Attestation.
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Part I1. Preceptor Attestation

The Preceptor Attestation page has two sections. The preceptor must select either the board
certification or the structured educational program when filling out the first section on this page.

The second and final section of the page requests specific information about the preceptor’s
authorization to use licensed material, in addition to the preceptor’s signature.

IX. 10 CFR 35.100, 35.200, AND 35.500 AUTHORIZED USERS - Specific
Instructions and Guidance for Filling Out NRC Form 313A (AUD)

See Section V, “General Instructions and Guidance for Filling out NRC Form 313A Series,” for
additional clarification on providing information about an individual’s status on an Agreement
State license, medical broad-scope license, or Master Materials License permit.

Part 1. Training and Experience - sclect one of the three methods below:

Item 1. Board Certification

Provide the requested information (i.e., a copy of the board certification and a completed-

Preceptor Attestation). As indicated on the form, additional information is needed if the board
certification occurred more than 7 years ago.

) . Item 2.  Current 35.390 Authorized User Seekmg Addltlonal 10 CFR 35.290

Authorization

(a) - Fill in the blank in Section 2.a with the current license number on which the proposed
user is listed.

(b) Provide a description of the proposed user’s experience that meets the requirements of -
10 CFR 35.290 (c)(1)(i1)(G) as shown in the table in 2.b. As indicated on the form,
additional information is needed if this experience was obtained more than 7 years ago.

List each supervising individual by name and include the hcense showmg the superv1smg
individual as an AU. 4 »

Item 3. Training and Experience for Proposed Authorized Users

As indicated on the form, additional information is needed if the training and/or work experience
was completed more than 7 years ago.

Note: Providing the training and experience information required under 10 CFR 35.290 will
allow the individual to be authorized to use materials perm1tted by both 10 CFR 35.100 and
10 CFR 35.200. ‘

Submit a completed Section 3.a for each proposed authorized use.
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Submit a completed Section 3.b, except for 10 CFR 35.500 uses. If the proposed user had more.
than one supervisor, prov1de the information requested in Section 3.b for each superv1s1ng
1nd1v1dua1 » .- aov : :

Submit a completed Sectlon 3.c for 10 CFR 35. 500 uses BT PR .‘_5533‘ u
Subrmt a completed Preceptor Attestatlon except for 10 CFR 35. 500 uses: e
Part II. Preceptor Attestation '

The Preceptor Attestation oage has two sections. o

The attestations for training and experience requiréments in 10 CFR 35.190 and 10 CFR 35.290
are found in the first section.

The second and final section requests’ spec1ﬁc information about the preceptor s authonzatlon(s)
to use 11censed materlal in addltlon to the preceptor 5 31gnature : .

LI

The preceptor must ﬁll out ‘both" sections.

- Note: The attestation to the proposed user’s training and competency to function independently
under 10 CFR 35.190 covers thé use of material permittéd by 10 CFR 35.100 only. ‘The -
attestation for the proposed user’s training and competency to function independently under

10 CFR 35.290 will allow the 1nd1v1dua1 to be- authorlzed to useé mater1a1 permltted by both ‘

10 CFR 35.100 and 10 CFR 35. 200 »

X. 35. 300 AUTHORIZED USER SpeC|f|c Instructlons and Gu1dance for Fllllng
Out NRC Form 313A (AUT) o

See Section V, “General Instructions and Guidance for Flllmg out NRC Form 313A Series,” for
additional clarification on providing information about ani individual’s status on an Agreement
State 11cense medical broad scope llcense or Master Materlals Llcense permlt

il

Part I. Training and Experlence - select one of'the thrée methods below:
Item 1. Board Certification

If the applicant is a nuclear medicine physiciar, radiologist, or radiation oncologlst with-a board
certification listed under 10 CFR 35.300 on NRC’s Web site, provide the requested information
(i.¢., a copy of the board certification, documentation of supervised clinical experience (complete
the table in‘section 3.c), and a completed Preceptor Attestation). As indicated 'on the form,
additional information is needed if the board certification or supervised: clinical experience
occurred more than 7 years ago. List each superv1s1ng 1nd1v1dual by name and include the
license showing the supervising individual as an AU. ‘ ‘ - ’

If the applicant is a radiation oncologist whose board certification is not listed under
10 CFR 35.300 on NRC’s Web site, provide the requested information (i.e., a copy of the board
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certification listed under either 10 CFR 35.400 or 10 CFR 35.600 on NRC’s Web site,
documentation of training and supervised work experience with unsealed materials requiring a
written directive (complete the tables in Sections 3.a and 3.b), documentation of supervised .
clinical experience (complete the table in Section 3.c), and a completed Preceptor Attestation).
As indicated on the form, additional information is needed if the board certification, training, and
supervised work experience or clinical experience occurred more than 7 years ago. List each
supervising individual by name and include the license showing the supervising individual as

an AU.

Item 2. Current 10 CFR 35.300, 10 CFR 35.400, or 10 CFR 35.600 Authorized User,
Seeking Additional Authorization

Submit a completed Section 2.a, listing the license number and the user’s current authorizations..

If the applicant is currently authorized for a subset of clinical uses under 10 CFR 35.300, submit
the requested information (i.e., complete the table in Section 3.c to document the new supervised
clinical case experience and the completed Preceptor Attestation). As indicated on the form,
additional information is needed if the clinical case experience occurred more than 7 years ago.
List each supervising individual by name and include the license showing the supervising
individual as an AU.

If the applicant is currently authorized under 10 CFR 35.490 or 10 CFR 35.690 and meets the
requirements in 10 CFR 35.396, submit the requested information (i.e., documentation of
training and supervised work experience with unsealed materials requiring a written directive
(complete the tables in Sections 3.a and 3.b), documentation of supervised clinical experience
(complete the table in Section 3.c), and a completed Preceptor Attestation)). As indicated on the
form, additional information is needed if the training and supervised work experience or clinical’
experience occurred more than 7 years ago. List each supervising individual by name and
include the license showing the supervising individual as an AU.

Item 3. Training and Experience for Proposéd Authorized Users

As indicated on the form, additional information is needed if the degree training, and/or work
experience was completed more than 7 years ago.

Submit a completed Section 3.a.

Submit a completed Section 3.b.. List each supervising individual by name and include the |
license number showing the supervising individual as an AU.

Submit a completed Section 3.c for each requestedvauthorizétion. List each supervising :
individual by name and include the license number showing the supervising individual as an AU.

Submit a completed Prec_epfor Attestation in Part 1L.
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Part II. Preceptor Attestation
The Preceptor Attestation page has. five sections.

The attestations for tramlng and experience requlrements in 10 CFR 35. 390 10 CFR 35.392, and
10 CFR 35.394 are in the first section.

The attestation for superv1sed clinical experience is in the second section..

The attestations for competency to function independently as an AU for spec1ﬁc uses 1s in the
third section. .

The attestation for training and experience requirements and competency to function

independently for a radiation oncologist meetmg the requlrements in 10 CFR 35.396 is in the
fourth section.

The fifth and final section requests spemﬁc information about the preceptor’s authorlzatlon(s) to
use licensed material, in addition to the preceptor s signature.

There are seven possible categories of 1nd1v1duals seeking AU status under thls form F ollow the
instructions for the applicable category.

-The preceptor for a proposed AU who is a nuclear medicine physician, radiologist, or radiation
oncologist with a board certification listed under 10 CFR 35.390 on NRC’s Web sue must
complete the first, second, third, and fifth sectlons

.The preceptor for a proposed AU for all the uses listed in 10 CFR 35. 390(b)(1)(ii)(G) who is a
radiation oncologist with a board certification that is not listed under 10 CFR 35. 390 on NRC’s
Web site must complete the first, second third, and ﬁfth sections.

The preceptor for a proposed AU for 10 CFR 35.390(b)(1)(ii)(G)(iii) and (iv) uses who is a
radiation oncologist with a board certification listed under 10 CFR 35.490 or 10 CFR 35.690 on
NRC’s Web site must complete the fourth and fifth sections.

: The preceptor for an AU who is currently authorized for a subset of clinical uses under
10 CFR 35.300 must complete the second, third, and fifth sections of this part, except for an AU

meeting the criteria in 10 CFR 35.392 seeklng to meet the training and experience requlrements
under 10 CFR 35.394.

The preceptor for an AU meeting the criteria inAIO CFR 35.392 seeking to meet the training and
experience requirements under 10 CFR 35.394 must complete the first, second, third, and fifth
sections.

The preceptor for an AU currenﬂy authorized under 10 CFR 35.490 or 10 CFR 35.690 and
meeting the requirements in 10 CFR 35.396 must complete the fourth, and fifth sections.

The preceptor for a proposed new AU must complete the first, second, third and fifth sections.
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XI.  35.400 AND 35.600 AUTHORIZED USERS - Specific Instructions and
Guidance for Filling Out NRC Form 313A (AUS)

" See Section V, “General Instructions and Guidance for Filling out NRC Form 313A Series,” for
-additional clarification on providing information about an individual’s status on an Agreement
State license, medical broad-scope license, or Master Materials License permit.

Part I. Training and Experience - select one of the three methods below:
Item 1. Board Certification

Provide the requested information (i.e., a copy of the board certification) for 10 CFR 35.600
uses, documentation of device-specific training in the table in 3.e, and for all uses, a completed
Preceptor Attestation. As indicated on the form, additional information is needed if the board
certification or device-specific training was completed more than 7 years ago.

Device-specific training may be provided by the vendor for new users, or either a supervising
AU or an AMP authorized for the requested type of use. Specific information regarding the
supervising individual only needs to be provided in the table in 3.¢ if the training was provided
by an AU or AMP. If more than one supervising individual provided the training, identify each
supervising individual by name and provide his/her qualifications.

Item 2. Current 10 CFR 35.600 Authorized User Requesting Additional Authorization
for 10 CFR 35.600 Use(s) Checked Above

- Provide the requested information (i.e., documentation of device-specific training (complete the
table in 3.e)) and a completed Preceptor Attestation in Part II. As indicated on the form,

additional information is needed if the device-specific training was completed more than 7 years .
ago. :

Device-specific training may be provided by the vendor, a supervising AU, or an AMP
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the table in 3.e if the training was provided by an AU or
AMP. If more than one supervising individual provided the training, identify each supervising
individual by name and provide his/her qualifications. ~

Item 3. Training and Experience for Proposed Authorized Users

As indicated on the form, additional information is needed if the training, residency program, '
supervised work, and clinical expérience were completed more than 7 years ago.

Submit a completed Section 3.4 for each requested use.
Submit a completed Section 3.b if applying for 10 CFR 35.400 uses. However, Section 3.b does
not have to be completed when only applying for use of strontium-90 for ophthalmic use. If

more than one supervising AU provided the supervised work and clinical experience, identify
each supervising individual by name and provide his/her qualifications.
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Submit a completed Section 3.c if only applying for use of strontium-90 for ophthalmic use. If
more than one supervising AU provided the supervised clinical experience, identify each
supervising individual by name and provide his/her qualifications.

Submit a completed Section 3.d for each requested 10 CFR 35.600 use. If more than one
supervising AU provided the supervised work and clinical experience, identify each supervising
individual by name and provide his/her qualifications.

Submit a completed Section 3.e for each specific 10 CFR 35.600 device for which the applicant
1s requesting authorization.

Device-specific training may be provided by the vendor, a supervising AU, or an AMP
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the table in 3.¢ if the training was provided by an AU or
AMP. If more than one supervising individual provided the training, identify each supervising
individual by name and provide his/her qualifications.

Submit a completed Preceptor Attestation in Part I1.

Part I1. Preceptor Attestation

The Preceptor Attestation part has five sections.’

‘The attestation to the tralnmg and individual’s competency for 10 CF R 35 400 uses or
strontium-90 eye applicator use is in the first section.’ '

The attestation to the training for the proposed AU for 10 CFR 35.600 uses is in the second
section.

The attestation for the 10 CFR 35.600 device-specific training is in the third section.

' The attestation of the individual’s competency to function independently as an AU for the
specific 10 CFR 35.600 devices requested by the applicant is in the fourth section.

The fifth and final section requests specific information about the preceptor’s authorization(s) to
use licensed material, in addition to the preceptor’s signature.

The preceptor for a 10 CFR 35.400 proposed AU must fill out the first and fifth sections.

The preceptor for a 10 CFR 35.600 proposed AU must fill oﬁt the second, third, fourth and fifth
sections.

The preceptor for an AU seeking additional 10 CFR 35.600 authorizations must complete the
third, fourth, and fifth sections.
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APPENDIX E

Sample License Application

This Appendix includes the following sample forms:

Sample Form 313, “Application for Materials License,”

Sample Form 313A (AUD), “Authorized User Training and Experience and Preceptor
Attestation,”

Attachment 1, “Table E.1 Sample Submission: Table C.2 Completed,”
Attachment 2, “Table E.2 Sample Submission: Table C.3 Completed,” and

Attachment 3, “Figure E.1 Sample License Application: Facility Diagram” (referenced in
Attachment 1). '
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Sample Form 313
“Application for Materials License”
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NRC FORM 313 U.S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0120 EXPIRES: 10/31/2008
(1100-02‘:0'263)0' 32,33 Estimated burden per response to comply with this mandatory information collection request,

7.4 hours. Submittal of the application is y to determine that the applicant is qualified and that
adequate procedures exist to protect the public health and safety. Send comments regarding burden
estimate to the Records Management Branch (T-6 E6), U.S. Nuclear Regulatory C ission, Washi

DC 20555-0001, or by internet e-mail to bjs1 @nrc.gov, and to the Desk Officer, Office of Information and
APPLI CATION FOR MATE RIALS LICENSE Regulatory Affairs, NEOB-10202, (3150-0120), Office of Mi and Budget, Washing DC
20503, Ifameans used to impose an information collection does not display a currently valid OMB control
number, NRC may not conduct or sponsor, and a person is not required to respond to, the information
collection.

34, 35, 36, 39 and 40

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION.
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH: IF YOU ARE LOCATED IN:
DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN,
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS SEND APPLICATIONS TO:
U.S. NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20555-001 MATERIALS LICENSING SECTION
U.S. NUCLEAR REGULATORY COMMISSION, REGION it
ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS: 801 WARRENVILLE RD.

LISLE, IL 605324351
IF YOU ARE LOCATED IN:

CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, MAINE, MARYLAND, ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAII, IDAHO, KANSAS,
MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, NEW YORK, PENNSYLVANIA, LOUISIANA, MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH
RHODE ISLAND, OR VERMONT, SEND APPLICATIONS TO: DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKQTA,

TEXAS, UTAH, WASHINGTON, OR WYOMING, SEND APPLICATIONS TO:
LICENSING ASSISTANT SECTION

NUCLEAR MATERIALS SAFETY BRANCH NUCLEAR MATERIALS LICENSING SECTION

U.S. NUCLEAR REGULATORY COMMISSION, REGION | U.S. NUCLEAR REGULATORY COMMISSION, REGION IV
475 ALLENDALE ROAD . 611 RYAN PLAZA DRIVE, SUITE 400

KING OF PRUSSIA, PA 19406-1415 ARLINGTON, TX 76011-8084

ALABAMA, FLORIDA, GEORGIA, KENTUCKY, NORTH CAROLINA, PUERTO RICO,
SOUTH CAROLINA, TENNESSEE, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT TO U.S. NUCLEAR REGULATORY COMMISSION JURISDICTIONS.

1. THIS IS AN APPLICATION FOR (Check appropriate item; 2. NAME AND MAILING ADDRESS OF APPLICANT (include Zip code)
Bd A newucense Dr. Noe Directive
Suite 112

D B. AMENDMENT TO LICENSE NUMBER 2 Physician Circle Parkway

Anytown, WV 02201

D C. RENEWAL OF LICENSE NUMBER

3. ADDRESS(ES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED 4. NAME OF PERSON TO BE CONTACTED ABOUT THIS
APPLICATION

Noe Directive, MD
TELEPHONE NUMBER

Attached document contains security-related sensitive information

(123) 456-7890

SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 14" PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE.
5. RADIOACTIVE MATERIAL 6. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED.

a.  Element and mass number; b. chemical and/or physical form; and c. maximum See Attachment 1

amount which will be possessed at any one time. See Attachment 1 .

7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR 8. TRAINING FOR INDIVIDUALS WORKING !N OR FREQUENTING RESTRICTED AREAS.

TRAINING EXPERIENCE See Attachment 2

See Attachment 2 ‘
9. FACILITIES AND EQUIPMENT. 10. RADIATION SAFETY PROGRAM.

See Attachment 2 See Attachment 2
11. WASTE MANAGEMENT. 12. LICENSEE FEES (See 10 CFR 170 and Section 170.31)

See Attachment 2 AMOUNT

FEE CATEGORY 7C ENCLOSED $D, bDD.CC

13. CERTIFICATION. (Must be completed by applicant} THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE
BINDING UPON THE APPLICANT.
THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION iS PREPARED IN
CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, , 32, 33, 34, 35, 36, 39, AND 40, AND THAT ALL INFORMATION CONTAINED HEREIN IS TRUE AND
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF.
WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1948 62 STAT. 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION
TO  ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

CERTIFYING OFFICER - TYPED/PRINTED NAME AND TITLE SIGNATURE DATE
Noe Directive, MD - President o Ollirestive April 11, 2007
TYPE OF FEE FEE LOG FEE CATEGORY AMOUNT RECEIVED CHECK NUMBER COMMENTS
: ,
APPROVED BY DATE
NRC FORM 313 (10-2006) PRINTED ON RECYCLED PAPER
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APPENDIX E

z'zgos)ORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE PPROVED BY OMB: NO. 3150.0120
AND PRECEPTOR ATTESTATION APt 1oioegs O 3150

(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

Name of Proposed Authorized User State or Territory Where Licensed
Fhioe Directive, MD B ‘ West Virginia Medical License WV-MDXXYY

Requested Authorization(s) (check all that apply)
BX 35.100 Uptake, dilution, and excretion studies
g 35.200 Imaging and localization studies

|:| 35.500 Sealed sources for diagnosis (specify device )

PART 1 - - TRAINING AND EXPERIENCE
(Select one of the three methods below)

Training and Experience, including board certification, must have been obtained within the 7 years preceding
the date of application or the individual must have obtained related continuing education and experience since
the required training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the uses checked above.

[ 1. Board Certification
Provide a copy of the board certification

If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part II
Preceptor Attestation. : :

D 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.

(If more than one supervising individual is necessary to document supervised work experience, provide multiple copies
of this section).

Description of Experience Location of Experience/license or Clock Dates of
Permit Number of Facility Hours | Experience*

Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs

Total Hours of Experience:

Supervising Individual License/Permit Number listing supervising individual as an
authorized user

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).

[:] 35.290 [:| 35.390 + generator experience in 32.290(c)(1)(ii)}(G)

NRC FORM 313 (AUD) (3-2007) PRINTED ON RECYCLED PAPER PAGE 1
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APPENDIX E

:NRC FORM 313A (AUD)
'(3-2007)

U.S. NUCLEAR REGULATORY COMMISSION
- AUTHORIZED USER TRAINING AND.EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

& 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

- - . - Clock Dates of
Description of Training Location of Training Hours Training*
-~ . Radiation 200 for Diagnostic Physicians July 1
Radiation physics and Sample Medical School 50 to
' Anytown, WV Aug 15, 2006
. Radiation 200 for Diagnostic Physicians - July 1
Radiation protection Sample Medical School 50 to
Anytown, WV Aug 15, 2006
Mathematics pertaining to the use Radiation 200 for Diagnostic Physicians July 1
and measurement of radioactivity Sample Medical School 50 to
o Anytown, WV Aug 15, 2006
Chemistry of byproduct material Radiation 200 for Diagnostic Physicians July 1
for medical use (not required for Sample Medical School 50 to
35.590) B Anytown, WV Aug 15, 2006
Radiation 200 for Diagnostic Physicians July 1
Radiation biology Sample Medical School 50 to
Anytown, WV Aug 15, 2006
Total Hours of Training: 250

b. Supervised Work Experience '(completion of this table is not required for 35.590).

(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section).

Supervised Work Experience

Total Hours of

Experience: 500
Description of Experience Location of Experience/License or Confirm Dates of

Must Include: Permit Number of Facility Experience*
Ordering, receiving, and unpacking . . . '
radioactive materials safely and ?;&p;:amegti:::‘:tlnstltutlon Limited B ves AUQUT; 2006
performing the related radiation Anytown, WV 02120 DO No March 2007
surveys
Performing quality control =
procedures on instruments used to Sample Medical Institution Limited Yes August 2006
determine the activity of dosages and | 1234 Main Street [ No to
performing checks for proper Anytown, WV 02120 March 2007
operation of survey meters

NUREG - 1556, Vol. 9, Rev. 2
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APPEN'DI’X E.

(3-2007)

-NRC FORM 313A (AUD) -

U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND. PRECEPTOR ATTESTATION (contmued)

3 Tralnlng and Exgerlence for Progosed Authorlzed User (contlnued)

b. Supervised Work Experience. (continued)

oM.

Description of Experience - Location of Experience/License or Confirm Dates of

Must Include: Permit Number of Facility o _Experience*

Calculating, measuring, and safely Sample Medical Institution Limited < : August 2006

preparing patient or human research | 1234 Main Street Yes to '

subject dosages I Anytown, WV 02120 CNo. ~March 2007

‘Using administrative controls to Sample Medical Institution Limited 5 Voo August 2006

prevent a medical event involving the | 1234 Main Street Yes to

use of unsealed byproduct material ~ | Anytown, WV 02120’ [ No March 2007

Using procedures to contain spilied Sample Medical Institution lelted < August 2006

byproduct material safely and using 1234 Main Street Yes to

proper decontamination procedures | Anytown, WV 02120 . I No March 2007

Administering:dosages of radioactive | Sample Medical Institution Limited ' E. August 2006

drugs-to patients or human research | 1234 Main Street Yes to

subjects | Anytown, WV 02120 o - . March 2007 .

Eluting generator systems ] 'Yes

appropriate for the preparation of B _

radioactive drugs for imaging and X No

localization-studies, measuring and - -

testing the eluate for radionuclidic

purity, and processing the eluate

with reagent kits to prepare labeled

radioactive drugs

Supervising Individual

Thomas Group, D.O. -

authorized user-
99-02120 01"

Llcense/Permlt Number ||sl|ng superwsmg |nd|vndual as an

[(J3s190 . [X 35290

Supervisor meets the- requnrements below; or equnvalent Agreement State requnrements (check one)

D 35: 390

D 35.390 + generator experlence in 35. 290(c)(1)(u)(G)

c. For’35.’590 only, provide_'documeri{atioh,o_f tréinjng’fo‘njUSe of the Qe\}icé.

Device

.. Type of Training .

-~ Location and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part || Preceptor Attestation.

NUREG - 1556, Vol. 9, Rev. 2
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APPENDIX E

NRC FORM 313A (AUD) . © U.S. NUCLEAR REGULATORY COMMISSION
(3-2007) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
3. Training and Experience for Proposed Authorized User (continued)
b. Supervised Work Experience. (continued)
Déscriptidn of Experience Location of E'xperience/License or Confirm Dates of
Must Include: : Permit Number of Facility Experience*
Calculating, measuring, and safely ‘ R A [ Yes
preparing patient or human research ' L : '
subject dosages ’ X No
Using administrative controls to (7 Yes
prevent a medical event involving the
use of unsealed byproduct material ‘ X No
Using procedures to contain spilled ‘ . . . [ Yes
byproduct material safely and using B L
proper decontamination procedures o ' X No
Administering dosages of radioactive i yes :
drugs to patients or human research , , .
subjects ™ No
Eluting generator systems appropriate | Sample Medical Institution Limited ' < August 2006
for the preparation of radioactive 1234 Main Street’ : Yes © to
drugs for imaging and localization Anytown, WV 02120 O No March 2007
studies, measuring and testing the ' g
eluate for radionugclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Supervising Individual : ' e “License/Permit Number listing supervising individual as an
:. . i authorized user
Jane Jones, MD » 99-02120-01
Supervisor meets the requirements below, or equivalent Agreement. State réquir'ements (check one).’ ‘
[Jss100  Bas2e0 - [1ss380 - []35.390 + generator experience in 35.290(c)(1)ii}G)
c. For 35.590 only, provide documentation of training on use bf the device.
Device * Types of Training Location and Dates
d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, Sklp to and complete Part Il Preceptor .
Attestation.

PAGE 3
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r APPENDIX E

NRC FORM 313A (AUD) . U.S.NUCLEAR REGULATORY COMMISSION
& 2007) - AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

This part must be completed by the individual’s preceptor. The preceptor does not have to be the supervising individual as
long as the preceptor provides, directs, or verifies training and experience required. If more than one preceptor is

necessary to document experience, obtain separate preceptor statement from each. (Not required to meet training
requnrements in 35.590) . -

Note:

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought -and not attesting to the individual's “general clinical competency.”

First Section
Check one of the followmg for each use requested:

For 35.190
Board Certification
|:| | attest that

has satisfactorily completéd the requiremenfs in

Nams of Proposed Authorized User

10 CFR 35.290(a)(1) and has achieved a level of competency sufficient to functlon mdependently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Training and Experience

[ 1 attest that has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized User

experience, including a minimum of 8 hours of classroom and laboratory training, required by
10 CFR 35.190(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authonzed under 10 CFR 35.100.
For 35.290
Board Certification

D | attest that ' has satisfactorily completed the requirements in
Name of Proposed Authorized User :

10 CFR 35.290(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

-OR
Training and Experience

E | attest that Noe Directive, MD . has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 80 hours of classroom and laboratory training, required by
10 CFR 35.290(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medlcal uses author«zed under 10 CFR 35.100 and 35 200.

Second Section
»Complete the followmg for preceptor attestation and signature:

E I meet the requirement below, or equivalent Agreement State requirements, as an authorized user for

D 35.190 x 35.290 D 35.390 35.390 + generator experience

O

Name of Preceptor Signature Telephone Number Date
Jane Jones, MD _ ﬁwﬁ% | (123) 456-7890 41107

License/Permit Number/Facility Name o :
99-02120-01 Sample Medical Institution Limited

PAGE 4
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APPENDIX E

Table E.1

Sample Submission: Table C.2 Completed
(If using this checklist, check applicable rows and fill in details, and attach copy of checklist to the application.)

™ Yes |This response includes security-related sensitive information (see Section 5.2) which is included in
QNo |Attachment3 and marked “Security-related information — withhold under 10 CFR 2.390”
. / M .
Yes Radionuclide Form or Manufacturer ?le}lm Purpose of Use
Model No. Quantity
Any byproduct Any As needed Any uptake, dilution, and
X material permitted by excretion study permitted
10 CFR 35.100 by 10 CFR 35.100.
Any byproduct Any As needed Any imaging and
& material permitted by localization study
10 CFR 35.200 permitted by
10 CFR 35.200.
F-18 Any curies Production of PET
radioactive drugs under
10 CFR 30.32()).
0O-15 Any Production of PET
curies radioactive drugs under
10 CFR 30.32(j).
C-11 Any curies Production of PET
radioactive drugs under
10 CFR 30.32(j).
Any byproduct Any millicuries Any radiopharmaceutical
material permitted by therapy procedure
10 CFR 35.300 permitted by
10 CFR 35.300.
lIodine-131 Any ___ millicuries Administration of I-131
sodium iodide.
Byproduct material Sealed source or device |___millicuries | Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 , 10 CFR 35.400.
(Radionuclide Mode! No. )
— )
Byproduct material Sealed source or device | millicuries Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 , 10 CFR 35.400. '
(Radionuclide Model No. )
)
Byproduct material Sealed source or device |___ millicuries Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 , 10 CFR 35.400.
(Radionuclide Model No. )
_)
Byproduct material Sealed source or device | millicuries Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 , 10 CFR 35.400.
(Radionuclide Model No. )
)

E-17
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APPENDIX E

Table E.2 Sample Submission: Table C.3 Completed

(Check all applicable rows and fill in details and attach a copy of the checklist to the application or
provide information separately.)

Check box

Item Number to indicate

and Title Suggested Response . materla!
included in
application

Item 7: Radiation | For an individual previously identified as an RSO on an NRC or

Safety Officer Agreement State license or permit:

Name: Previous license number (if issued by the NRC), or a copy of a license (if =

Patrick Physicist issued by an Agreement State), or a copy of a permit (if issued by an NRC
y X S ) A .
PhD. RSO on NRC master materials licensee) on which the individual was specifically named

NLicense 11-2222-33 as the RSO.

For an individual qualifying under 10 CFR 35.57(a)(3):

Documentation that the individual was: o

|+ the RSO for only the medical uses of accelerator-produced radioactive
material or discrete sources of Ra-226 included in the definition of
byproduct material as a result of the EPAct;

+ the RSO for the medical uses of these materials before or during the
effective period of NRC’s waiver of August 31, 2005.

For an individual qualifying under 10 CFR 35.50(a):

Copy of certification by a specialty board whose certification process has a
been recognized' by NRC or an Agreement State under 10 CFR 35.50(a).

AND
Description of the training and experience specified in 10 CFR 35.50(e) a

demonstrating that the proposed RSO is qualified by training in radiation
safety, regulatory issues, and emergency procedures as applicable to the
types of use for which the applicant seeks approval of an individual to
serve as RSO.

AND

Written attestation, signed by a preceptor RSO, that the individual has 0
satisfactorily completed training in and experience required for
certification, as well as training in radiation safety, regulatory issues, and
emergency procedures for the types of use for which the licensee seeks
approval, and has achieved a level of radiation safety knowledge sufficient
to function independently as an RSO.

AND

If applicable, description of recent related continuing education and O
experience as required by 10 CFR 35.59.

15The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site http://www.nrc.gov/materials/miaw/med-use-toolkit.htmt.
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APPENDIXE.

Table E.2

Sample Submission: Table.C.3 Completed - -

provide information separately.)

(Check all applicable rows. and fill in details and attach a copy of the checklist to the application or

process has been recognized'® by the NRC under 10 CFR Part 35,
Subpart D, E, F, G, or H, as applicable to the use requested.

AND

Check box
Item Number to l‘ndlc'.at-e :
. Suggested Response . material
and Title . o
P included in
application
Item 7: Authorized |For an individual previously identified as an AU on an NRC or Agreement
Users for medical State llcense or permzt
uses: : _ , .
Name(s), (including | Previous license number (if issued by the NRC), or a copy of the license O
license number (if issued by an Agreement State), or a copy of a permit issued by an NRC
authorizing practice |master materials licensee, or a copy of a permit issued by an NRC or
of medicine, Agreement State broad-scope licensee, or a copy of a permit issued by an
podiatry, or NRC Master Materials Licensé broad-scope permittee on which the
dentistry if not physician, dentist, or podiatrist was spec1ﬁcally named as an AU for the
provided previously [uses requested.
or in attachment);
Requested uses for
each individual
Noe Directive, MD
35.100, 35.200
For an AU requesting authorization for an additional medical use:
Description of the additional trainihg and experience to demonstrate the ]
AU is also qualified for the new medical uses requested (e.g., training and
experience needed to meet the requlrements in 10 CFR 35.290 (b) 35.396,
35.390(b)(1)(i1)(G), or 35.690(c)).
.. AND
A preceptor attestation, if required (e.g.; attestgtibn is required to meet the
requirements in 10 CFR 35.396, 35.390(b)(1)(1i}(G), or 35.690(c))..
For-an individual qualifying under 10 CFR 35.57(b)(3):
Documentation that the phys1c1an podiatrist, or dentist: _ - )
* used only accelerator-produced radioactive materlals or dlscrete a
sources of Ra-226, or both, for medical uses before.or during the .
effective period of NRC’s waiver of August 31, 2005; and
+ used these materials for the same medical uses requested.
For an indivfdual qualifying under 10 CFR Part 35, Subparts D, E, F, G,
and/or H, who is board-certified: _
Copy of the certification(s) by a specialty board(s) whose certification g

'The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site http://www.nrc.gov/materials/miau/med-use-toolkit.html.

NUREG - 1556, Vol. 9, Rev. 2:
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APPENDIX E

Table E.2 Sample Submission: Table C.3 Completed

(Check all applicable rows and fill in details and attach a copy of the checklist to the application or
provide information separately.)

Check box
to indicate
Suggested Response material

included in
application

Item Nujﬁiber
and Title

| For an individual qualifying under 10 CFR Part 35, Subparts D, E, F, G, .
and/or H, who is not board-certified:

| A description of the training and experience identified in 10 CFR Part 35, X
Subparts D, E, F, G, and H, demonstrating that the proposed AU is :
qualified by training and experience for the use(s) requested.

AND

For an individual seeking authorization under 10 CFR Part 35, Subpart H, 0O
description of the training specified in 10 CFR 35.690 (c) demonstrating
that the proposed AU is qualified for the type(s) of use for which
authorization is sought.

AND

Written attestation, signed by a preceptor physician AU, that the above =
training and experience have been satisfactorily completed and that a level
of competency sufficient to function independently as an AU for the
medical uses authorized has been achieved. ' ’

AND

If applicable, description of recent related continuing education and g
experience as required by 10 CFR 35.59.

Item 7: Authorized |For an individual previously identified as an ANP on an NRC or
Nuclear Pharmacists | Agreement State license or permit:

Name(s) and license | Previous license number (if issued by the NRC), or a copy of the license a
to practice : (if issued by an Agreement State), or a copy of a permit issued by an NRC
pharmacy: - | master materials licensee, or a copy of a permit issued by an NRC or

’ Agreement State broad-scope licensee, or a copy of a permit issued by an

| NRC Master Materials License broad-scope permittee on which the
individual was specifically named ANP.

For an individual qualifying under 1 0 CFR 35.57(a)(3):

Documentation that the nuclear pharmacist: ' ' )

». used only accelerator-produced radioactive materials or discrete
sources of Ra-226, or both, in the practice of nuclear pharmacy before
or during the effective period of NRC’s waiver of August 31, 2005;
and,

« . used these materials for the same uses requested.
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APPENDIX E

Table E.2

Sample Submission: Table C.3 Completed

provide information separately:)

(Check all applicable rows and fill in details and attach a copy of the checklist to the application or

Item Number
and Title

Suggested Response

Check box
to indicate
material
included in
application

Description of the training and experience specified in 10 CFR 35.51(c)
demonstrating that the proposed AMP is qualified by training in the types
of use for which he or she is requesting AMP status, including hands-on
device operation, safety procedures, clinical use, and operation of a
treatment planning system.

AND

o

Written attestation, signed by a preceptor AMP, that the required training
and experience have been satisfactorily completed and that a level of

| competency sufficient to function mdependently as an AMP has been

achieved.
AND

If applicable, description of recent related continuing educatlon ‘and
experience as required by 10 CFR35.59.

Item 7: Authorized
User for nonmedical
uses

Name(s):
Requested types,
quantities, and
nonmedical uses for
each individual

Note: For purposes of this section of the table, the-term “authorized user”
is used to mean individuals authorized for the nonmedical uses described.
See Sections 8.11 and 8.12.

For an individual previously - authorized for nonmedical use on an NRC or
Agreement State license or permit:

':PrveviouAs license number (if issued by the NRC), or a copy of the license

(if issued by an Agreement State), or a copy of a permit issued by an NRC
master materials licensee, or a copy of a permit issued by an NRC or
Agreement State broad-scope licensee, or a copy of a permit issued by an-
NRC Master Materials License broad-scope permittee on which the
individual was specifically named an AU for the types, quantmes and
uses requested.

For individuals qualifying under 10 CFR 30.33(a)(3):

Documentation of the individual’s training and experlence demonstrating ‘

that the individual is qualified to use the types and quantities, of licensed
materials for the requested uses.

Item 9: Facility
Diagram

A diagram is enclosed that describes the facilities and identifies activities
conducted in all contiguous areas surrounding the area(s) of use. The
following information is included:

+. Guidance in Section 5.2 was reviewed and security-related sensitive
information provided is marked accordingly..

» Drawings should be to scale, indicating the scale used.

NUREG - 1556, Vol. 9, Rev. 2
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APPENDIX E

Table E.2 Sample Submission: Table C.3 Completed

(Check all applicable rows and fill in details and attach a copy of the checklist to the application.or
provide information separately.) '

Check box
to indicate
Suggested Response material

included in
application

Item Number
and Title

- Location, room numbers, and principal use of each room or area where =
byproduct material is prepared, used or stored, location of direct
transfer delivery tubes from a PET radionuclide/radioactive drug
production facility or production area of PET radioactive drugs under
10 CFR 30.32(j), and areas where higher energy gamma- emitting
radionuclides (e.g., PET radionuclides) are used,

» Location, room numbers, and principal use of each adjacent room =
(e.g., office, file, toilet, closet, hallway), including areas above, beside,
“and below therapy treatment rooms, indicating whether the room is a
restricted or unrestricted area as defined in 10 CFR 20.1003; and

* Provide shielding calculations and include information about the type, )
" thickness, and density of any necessary shielding to enable
independent verification of shielding calculations, including a
description of any portable shields used (e.g., shielding of proposed
patient rooms used for implant therapy, including the dimensions of
any portable shield, if one is used; source storage safe).

In addition to the above, for teletherapy and GSR facilities, applicants )
should provide the directions of primary beam usage for teletherapy units
and, in the case of an isocentric unit, the planelof beam rotation.

Item 9: Radiation | A statement that: “Radiation monitoring instruments will be calibrated by =
Monitoring - | a person qualified to perform survey meter calibrations.”

Instruments : : AND/OR

A statement that: “We have developed and will implement and maintain )
written survey meter calibration procedures in accordance with the
requirements in 10 CFR 20.1501 and that meet the requirements of
10 CFR 35.61.”

AND

| A description of the instrumentation (e. g., gamma counter, solid state O
detector, portable or stationary count rate meter, portable or stationary
dose rate or exposure rate meter, single or multichannel analyzer, liquid
| scintillation counter, proportional counter) that will be used to perform
required surveys.

AND

A statement that: “We reserve the right to upgrade our survey instruments )
as necessary as long as they are adequate to measure the type and level of
radiation for which they are used.”

Item 9: Dose A statement that: “Equipment used to measure ddsages will be calibrated a
Calibrator and Other [ in accordance with nationally recognized standards or the manufacturer’s
Dosage Measuring | instructions.”

Equipment N/A

E-25 NUREG - 1556, Vol. 9, Rev. 2



APPENDIX E

Table E.2 Sample Submission: Table C.3 Completed

provide information separately.)

(Check all applicable rows and fill in details and attach a copy of the checklist to the application or

Check box
Item Number - to mdlc'ate
. Suggested Response material
and Title . .
included in
application
‘When administering dosages of alpha-emitting unsealed byproduct
material in other than unit dosages made by a manufacturer or preparer
licensed under 10 CFR 32.72 or 10 CFR 30.32(j),
+ A statement that: “Dosages will be determined by relying on the o
provider’s dose label for measurement of the radioactivity and a
combination of volumetric measurement and mathematical
calculation.”
OR
e We are providing a description of the dosage measurement )
 equipment, the nationally recognized calibration standard (or
manufacturer’s calibration instructions), and dosage measurement
_ procedures. :
Item 9: Therapy We are providing the procedures required by 10 CFR 35.642, O
Unit - Calibration 10 CFR 35.643, and 10 CFR 35.645, if applicable to the license
and Use N/A application. , :
Item 9: Other Guidance in Section 5.2 was reviewed and security- related information )
Equipment and provided is marked accordingly.
Facilities N/A . _
Attached is a description, identified as Attachment 9.4, of additional )
facilifies and equipment.
For manual brachytherapy facilities, we are provxdmg a descrlptlon of the o
emergency response equipment.
For PET radionuclide use, PET radioactive drug production, and a
radiopharmaceutical therapy programs, we are providing a description of
the additional facilities and equipment for these uses. '
For teletherapy, GSR, and remote afterloader facilities, we are providing a
description of the following:
|+ Waming systemé and restricted area controls (e.g., locks, signs, 0
warning lights and alarms, interlock systems) for each therapy :
treatment room;
e Area radiation monitoring eqdipment; 0
» Viewing and intercom systems (except for LDR units); )
¢ Steps that will be taken to ensure that no two units can be operated )
simultaneously, if other radiation-producing equipment (e.g., linear
* accelerator, X-ray machine) is in the treatment room; ‘
» Methods to ensure that whenever the device is not in use or is )
unattended, the console keys will be inaccessible to unauthorized
persons; and
¢ Emergency response equlpment o
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APPENDIX E

Table E.2

Sample Submission: Table C.3 Completed -

provide.information separately.)

(Check all applicable rows and fill in details and attach a copy of the checklist to the appllcatlon or

diagram, Radiation Protection Program, safety program, and waste
management.

{ Check box
Item Number ’ to.indicate
L Suggested Response material
and Title . Togal
R included in
. 4 application
Item 10: Safety Attached are procedures required-by 10 CFR 35.610. )
Procedures and TS o . : :
Instructions N/A
Guidance in Section 5.2 was réviewed and security-related sensitive 0
information provided is marked accordingly.
Item 10: A statement that: “Either we will pefform a prospective evaluation =
Occupational Dose | demonstrating that unmonitored individuals are not likely to receive, in 1
year, a radiation dose in excess of 10% of the allowable limits in
10 CFR Part 20 or we will provide dosimetry that meets the requirements
listed under ‘Criteria’ in NUREG-1556, Vol. 9, Rev. 1, ‘Consolidated
Guidance About Materials Licenses: Program-Specific Guidance About
Medical Use Licenses.’ ”
OR
A descrlptlon of an alternative method for demonstrating compllance with )
the referenced regulatlons
Item10; Area = | A statement that: “We have developed and will implement and maintain <
Surveys written procedures for area surveys in accordance with 10 CFR 20.1101
that meet the requirements of 10 CFR 20.1501 and 10 CFR 35.70.”
Item 10: Safe Use |A statement that: “We have developed and will implement and maintain 53
of Unsealed procedures for safe use of unsealed byproduct material that meet the
Licensed Material | requirementsof 10 CFR 20.1101 and 10 CFR 20.1301.”
Item 10: A statement that: “We have developed and will implement and maintain X
Spill/Contamination' | written procedures for safe response to spills of licensed material in
Procedures accordance with:10 CFR 20.1101.”
Item 10: Name of the proposed) emplqyee and types of activities requested: o
Installation, - L - N
Maintenance, Ll s
Adjustment, Repair, AND
%I:l::;}ll) egg\(:iré;f; Description of the training and experiencé demonstrating that the proposed a
Containing Sealed employee is qualified by training and experience for the use reque*tsted.
Sources AND
Copy of the manufacturer’s training certification and an outhne of the 0
training in procedures to be followed.
Item 10: A resp‘onsq is not required under the following condition: the NRC will . N/A
Minimization of considér that the above criteria have been met if the information provided
Contamination in applicant’s responses satisfy the criteria in Sections 8.15, 8.16, 8.21,
N/A 8.25, 8.27; and 8.29, on the topics: facilities and equipment, facility

- E-27
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‘APPENDIX E

Table E.2 Sample Submission: Table C.3 Completed ,
(Check all applicable rows and fill in details and attach a cbpy of the checklist to the application or
provide information separately.)
Check box
to indicate
Item I‘.Iumber Suggested Response ‘ material
and Title . .
included in
application -
Item 11: Waste A statement that: “We have developed and will implement and maintain X
Management written waste disposal procedures for licensed material in accordance with
10 CFR 20.1101, that also meet the requirements of the applicable section
of 10 CFR Part 20, Subpart K, and of 10 CFR 35.92.”
Attached is a description of the radioactive waste incinerator facility and a
related portions of the Radiation Safety Program (10 CFR 20.2004).
Attached is a request to receive potentially contaminated radiation ]
transport shields from consortium members receiving PET radioactive ‘
drugs noncommercially transferred under 10 CFR 30.32(j). authorization."
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APPENDIX E

SECURITY-RELATED INFORMATION - WITHHOLD UNDER 10 CFR 2.390*

Dr. Noe Directive

ITEM 9, Figure 9.1
FACILITY DIAGRAM
Suite 110—Doctor’s Office
Outside of
Hot Lab Building
Str eas: dLab I!lEIIIIIIIIIIIII"I‘I\I'I Load Brick
Rezeption Camera g:;lao;seotope
o2 | R éDElEIEi
oom B OO
(Suite 112)
: Lead Brick
Waste Storage
(Radloactive)
Outside of Building 1556-094.ppt -
093002
Figure E.1  Sample License Application: Facility Diagram

Notes:
1) Radioactive material delivered to hot lab.

2)  Counter surfaces are stainless steel and floors are seamless vinyl to facilitate cleanup and
minimize permanent contamination.

3)  Unoccupied basement located underneath facility and Suite 212 (a doctor’s office) located above
Jacility.
4)  Description of Instrumentation:
Ludlum Model 14C GM Survey meter

Ludlum Model 3 GM Survey meter
Capintec Caprac - R600 well/wipe test counter
SECURITY-RELATED INFORMATION - WITHHOLD UNDER 10 CFR 2.390*

*For the purposes of this NUREG, the facility diagram is marked appropriately for an application. This particular
diagram does not contain real security-related information.
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APPENDIX F
Sample Licenses

The license conditions listed in the sample licenses come from the standard conditions in
NUREG-1556, Volume 20, “Consolidated Guidance About Materials Licenses: Guidance About
Administrative Licensing Procedures,” with some modifications to reflect provisions of

10 CFR Part 35. The modified conditions are as follows:

. Standard tie-down condition (standard condition 38) modified to reflect 10 CFR 35.26,
. Decay-~in-storage condition (standard condition 140) modified to reflect 10 CFR 35.92, and

. Sealed sources leak test condition (standard condition 165) modified to reflect
10 CFR 35.67.

When preparing licenses, refer to the latest revision of NUREG-1556, Volume 20, for the most
current versions of the license conditions.

Broad-Scope License

In accordance with 10 CFR 35.12(e), an applicant that satisfies the requirements specified in
10 CFR 33.13 may apply for a Type A specific license of broad scope. Because NRC grants
significant decision-making authority to broad-scope licensees through the license, a broad-
scope license is not normally issued to a new licensee. An applicant for a broad-scope license
typically has several years of experience operating under a limited-scope license and a good
regulatory performance history. As opposed to limited-scope licenses, which typically identify
specific isotopes that may be possessed, the broad-scope license generally authorizes the
possession and use of a wide range of byproduct radioactive materials. Volume 11 of
NUREG-1556, “Consolidated Guidance About Materials Licenses: Program-Specific Guidance
About Broad-Scope Licenses,” provides additional guidance to assist the experienced limited-
scope licensees in preparing an application for a broad-scope license.

Sealed Sources and Devices For Broad-Scope Licensees

Under 10 CFR 35.15(g) broad-scope licensees are exempt from the provisions of
10 CFR 35.49(a).

Section 10 CFR 35.49(a) requires that, for medical use, a licensee may only use sealed sources
or devices manufactured and distributed in accordance with a license issued under

10 CFR Part 30 and 10 CFR 32.74 or equivalent requirements of an Agreement State.

10 CFR 32.74 requires manufacturers and distributors of sources or devices containing
byproduct material for medical use to submit for NRC review, information used for registration
of the sealed source or device. This exemption, therefore, grants broad-scope licensees the
authority to use sealed sources and/or devices that they have fabricated or obtained from vendors
without prior NRC or Agreement State review and registration. However, these licensees have
the responsibility for conducting the necessary evaluations and using such devices safely.
Pursuant to 10 CFR 33.13(c)(3)(iii), the licensee’s Radiation Safety Committee is required to
assure that radiation safety evaluations commensurate with the intended use of the sources
and/or devices have been performed. If the source and/or device is presently listed in NRC's
Registry of Sealed Sources and Devices as approved for the licensee’s intended use, no radiation
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safety evaluation by the licensee is required. If the source and/or device has not been registered,
or the source and/or device has not been approved for the licensee’s intended use, then the
licensee must perform a safety evaluation as required by 10 CFR 33.13(c)(3)(ii).
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APPENDIX F

Sample SR 90 Eye Applicator Materials License*

1. Norma L. Vision, M.D. . 3. License number
2. Suite 201 4, Expiration date
1234 Bright Sun Drive 5. Docket No.
Sun City, Puerto Rico 02210 Reference No.
6. 'Byproduct, source, and/or 7. Chemical and/or physical form 8. Maximum amount that
special nuclear material licensee may possess at any

one time under this license

A. Strontium-90 permitted A. Sealed Source (DuPont Merck A. 120 millicuries

by 10 CFR 35.400 Pharmaceutical Co. Model NB-1)

9. Authorized use:

Strontium-90 for ophthalrﬁic radiotherapy permitted by 10 CFR 35.400.

10.

11.
12.

13.

14.

CONDITIONS

Licensed material may be used or stored only at the licensee’s facilities located at Suite 201, 1234
Bright Sun Drive, Sun City, Puerto Rico.

The Radiation Safety Officer for this license is Cecil Sourcé, Ph.D.
Licensed material is only authorized for use by, or under the supervision of:

A. Individuals permitted to work as authorized users and/or authorized medical physicists in
accordance with 10 CFR 35.13 and 10 CFR 35.14.

B. Authorized user and use: Norma L. Vision, M.D. - Strontium-90 for ophthalmic radiotherapy.
C. Authorized medical physicist: Cecil Source, Ph.D.

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, “Packaging and Transportation of Radioactive Material.”

Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. This license condition applies only to those procedures
that are required to be submitted in accordance with the regulations. Additionally, this license
condition does not limit the licensee’s ability to make changes to the Radiation Protection Program
as provided for in 10 CFR 35.26. The U.S. Nuclear Regulatory Commission's regulations shall
govern unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

_A. Application dated March 15, 2005.

U.S. Nuclear Regulatory Commission

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See
Section 5.2.
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APPENDIX F

Sample Medical Institution Limited Materials License*

Sample Medical. institution Limited

License number

2. 1234 Main Street Expiration date
Anytown, Missouri 02120 Docket No.
Reference No.
6. Byproduct, source, and/or Chemical and/or physical 8. Maximum amount that licensee
special nuclear material form may possess at any one time
under this license
A. Any byproduct material . Any A. As needed
permitted by 10 CFR 35.100
B. Any byproduct material . Any B. As needed
permitted by 10 CFR 35.200
C. Any byproduct material . Any C. 900 millicuries
permitted by 10 CFR 35.300
D. Any PET radionuclide . Any D. 20 curies
E. Any byproduct material . Sealed Sources (US E. 2curies
permitted by 10 CFR 35.400 Atomic Models Ir-192L,
Cs-137V, and [-125M) Pd
103 PR :
F. Any byproduct material Sealed Sources (US F. 0.3 curie per source and
permitted by 10 CFR 35.500 Atomic Model I-125P and 2 curies total
GD-153A)
G. Any byproduct material . Prepackaged Kits G. 5 millicuries
permitted by 10 CFR 31.11
H. Strontium-90 permitted by . - Sealed Sources (BEBIG H. 5 millicuries per source and
10 CFR 35.1000 Model Sr0.S03 or AEAT 800 millicuries total
. SICW.2 series)
l. lodine-125 permitted by Liquid brachytherapy I. 2 curies
10 CFR 35.1000 source Proxima [-125
lotrex
J.  Yttrium-90 permitted by J. Sealed sources MDS J. 2.5 curies
10 CFR 35.1000 Nordion Therasphere
microspheres
K. Iridium-192 permitted by . Sealed Sources (US K. 10 curies per source and
10 CFR 35.600 Atomic Model IR- 20 curies total
192HDR?2)
L. Cesium-137 Sealed Source (US L. 200 millicuries
Atomic Model CS-137C) ‘
M. Depleted Uranium . Metal M. 999 kilograms

9. Authorized use:

B. Anyimaging and localization study permitted by 10 CFR 35.200.
C. Any use permitted by 10 CFR 35.300.

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See
Section 5.2. .

F-5

A. Any uptake, dilution and excretion study permitted by 10 CFR 35.100.
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APPENDIX F

Sample Medical Institution Limited Materials License (Cont.)

D. Production and noncommercial transfer under 10 CFR 30.32(j) of PET radioactive drugs to
medical use consortium members and potential contamination on returned “empty” radiation
transport shields.

E. Any manual brachytherapy use permitted by 10 CFR 35.400.

F. Diagnostic medical use of sealed sources permitted by 10 CFR 35.500 in compatible devices
registered pursuant to 10 CFR 30.32(g).

G. In vitro studies.

H. One source assembly for medical use in each Novoste A1000 series model for intravascular
brachytherapy permitted by 10 CFR 35.1000.

I.  For temporary manual brachytherapy in Proxima Therapeutics Gliasite RTS system permitted by
10 CFR 35.1000.

J. For permanent manual brachytherapy using MDS Nordion Therasphere Y-90 microspheres and
delivery system permitted by 10 CFR 35.1000.

K. One source for medical use described in 10 CFR 35.600, in a US Atomic Model IR-192THER
remote afterloader unit. The source activity may not exceed 10 curies at the time of medical use.
One source in its shipping container as necessary for replacement of the source in the remote
afterloader unit.

L. Forusein a US Atomic Model CS-137SC for calibrations and checking of licensee’s survey
instruments.

M. For shielding in a linear accelerator.

CONDITIONS
10. Licensed material may be used or stored only at the licensee’s facilities located at 1234 Main Street,

1.
12.

Anytown, Missouri.
The Radiation Safety Officerv for this license is Melba Physicist, M.S.

Licensed material is only authorized for use by, or under the supervision of:

A.

B.

Individuals permitted to work as authorized users, authorized nuclear pharmacists, and/or
authorized medical physicists in accordance with 10 CFR 35.13 and 35.14.

The following individuals are authorized users for the material and médical uses indicated:

Material and Use

Jane Jones, M.D. 35.100; 35.200; 35.300; 35.500: In vitro studies
Thomas Group, D.O. . - 35.100; 35.200; 35.300 except iodine-131 .

Gilbert Lawrence, M.D. 35.100; 35.200; 35.300 sodium iodide -131 in
' - guantities less than or equal to 33 millicuries only
for oral administration for imaging and localization
studies®; 35.500

'The example provided in the condition of use for Dr. Lawrence in this sample license illustrates
the authorization of a physician who is permitted, under 10 CFR 35.57, to continue use of 1-131
for uses for which he was previously authorized but for which he would not now qualify because
of new requirements for training and experience (in 10 CFR 35.390) for authorized medical use
of byproduct material for which a written directive is now required.. »

See the discussion in Section 8.of this guide under “8.10 ITEM 7: INDIVIDUAL(S) .
RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR TRAINING AND
EXPERIENCE,” and in “8.12 ITEM 7: AUTHORIZED USERS (AUs).”
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14.

15.

APPENDIX F-
Sample Medical Institution Limited Materials License (Cont.)

John Therapy, M.D. . . 35.400; 35.600 only iridium-192 for use in a High

Dose-Rate Remote Afterloader Unit; 35.1000 only
for Strontium-90 for intravascular brachytherapy;
Depleted Uranium

Mary‘lnnovativ'e, MD’ o 35.1000 only Yttriur_n-90 microspheres
Newton Technology, MD 35.1000 only lodine-125 Gliasite RTS system

The following individuals are authorized users for nonmedical uses:.

Material and Use

James Pathology In vitro studies

‘Cecil Source, Ph.D. ' Cesium-137 for calibraiion' of instruments
Doug Producer . Production of PET radloac’nve drugs under
10 CFR 30.32(j)

" The following individual is an authorized medical physicist:

Material and Use-

Melba Physicist, M.S. Iridium-192 for use in a ngh Dose Rate Remote
Afterloader Unit’

Intravascular brachytherapy procedures shall be conducted-under the supervision of the
authorized user, who will consult with the interventional cardiologist/physician and authorized
medical physicist prior to initiating treatment. The procedures shall be conducted in the
physical presence of the authorized user-or the authorized medical physrcrst

In addition to the possession limits in ltem 8, the licensee shall further restrict the possessron of
licensed material to quantities below the minimum limit spemﬁed in 10 CFR 30.35(d) for establlshmg
decommissioning financial assurance.

The intravascular brachytherapy afterloader device shall be inspected and serviced at intervals
recommended by the manufacturer, and maintenance and repair shall be performed only by the
manufacturer or persons specifically licensed by NRC or an Agreement State to perform such
services.

For sealed sources not associated with 10 CFR Part 35 use, the following conditions apply:

A.

Sealed sources shall be tested for ileakage and/or contamination at intervals not to exceed the
intervals specified in the certificate of registration issued by the U.S. Nucilear Regulatory
Commlssmn under 10 CFR 32.210 or under equivalent regulations of an Agreement State.

Notwﬂhstandung Paragraph A of thlS Condltuon sealed sources designed primarily to emit
alpha particles shall be tested for leakage and/or contamination at intervals not to exceed 3
months.

‘In the absence ofa certificate from a transferor indicating that a leak test has been made

within the intervals specified in the certificate of registration issued by the U.S. Nuclear
Regulatory Commission under 10 CFR 32.210 or under equivalent regulations of an

~ Agreement State, prior to the transfer, a sealed source received from another person shall not

be put into use untll tested and the test results received.

Sealed sources need not be tested if they contain only hydrogen-3, or they contain only a
radioactive gas, or the half-life of the isotope is 30 days or less, or they contain not more than
100 microcuries of beta- and/or gamma-emitting materlal or not more than 10 microcuries of
alpha-emitting matenal

Sealed sources need not be tested if they are in storage and are not being used however,

" when they aré removed from storage for use of transferred to another person and have not
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16.

17.

18.

18.

Sample Medical Institution Limited Materials License (Cont.)

been tested within the required leak test intefval, they shall be tested before use or transfer.
No sealed source shall be stored for a period of more than 10 years without being tested for
leakage and/or contamination.

F.  The leak test shall be capable of detecting the presence of 0.005 microcurie (185 becquerels)
of radioactive materia! on the test sample. If the test reveals the presence of 0.005 microcurie
(185 becquerels) or more of removable contamination, a report shall be filed with the
 U.S. Nuclear Regulatory Commission in accordance with 10 CFR 30.50(c){2), and the source
shall be removed immediately from service and decontaminated, repaired, or disposed of in
accordance with Commission regulations.

G. Tests for leakage and/or contamination, including leak test sample collection and analysis,
shall be performed by the licensee or by other persons specifically licensed by the
U.S. Nuclear Regulatory Commission or an Agreement State to perform such services.

. H. __Records of leak test results shall be kept.in units of microcuries and shall be maintained for

5 years.

. The licensee shall conduct a physical inventory every 6 months, or at other intervals approved by
the U.S. Nuclear Regulatory Commission, to account for all sources and/or devices received and

possessed under the license. Records of inventories shall be maintained for 5 years from the date
of each inventory and shall include the radionuclides, quantities, manufacturer's name and model
numbers, and the date of the inventory.

Sealed sources or detector cells contammg licensed material shall not be opened or sources
removed from source holders by the licensee.

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

Except as specifically provided othérwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. This license condition applies only to those procedures that
are required to be submitted in accordance with the regulations. Additionally, this license condition
does not limit the licensee’s ability to make changes to the Radiation Protection Program as
provided for in 10 CFR 35.26. The U.S. Nuclear Regulatory Commission's regulations shall govern
unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A. . Application dated June 10, 2002.
B.  Letter dated September 30, 2002.
C. Letter dated February 3, 2008.

"U.S. Nuclear Regulatory Commission
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Samplel 131 Medlcal Materlals Llcense ,

1. 4Thomas | Royed, M.D. I ’ 3 Llcense number
2. Suite 301 4.  Expiration date
2 Physician Circle Parkway 5.  Docket No.
Anytown, West Virginia 02200 : - . -+ Reference No.
6. Byproduct, source, and/or 7. Chemical and/or physical form 8. Maximum amount that
special nuclear material . ' -licensee may possess at
_any one time under thls
. . Ilcense
A.  lodine-131 permitted by : A:  Any : - A, 500 mllllcurles
10 CFR 35.300 S
9. Authorized use:
A.  Any iodine-131 procedure permitted by 10 CFR 35.300 for Wthh the panent can be released ’
under the provisions of 10 CFR 35.75.
CONDITIONS
10. Licensed material may be used or stored only at the licensee's facilities Iocated at Sulte 301
2 Physician Circle Parkway,- Anytown, West Virginia. ~
11.  The Radiation Safety Officer for this license is Roger O. Blation, M. D.
12. Licensed material is only authonzed for use by, or under the supervision of
A.  Individuals permitted to work as authorized users in accordance wuth 10 CFR 35. 13 and
- 35.14. ‘ L .
B. The following individuals are authorized users for the materials and medical use indicated:
- Material and Use ‘ o
Roger O. Blation, M.D. _ Oral administration of sodium iodide I-131.
Thomas |. Royed, M.D. Oral administration of sodium iodide 1-131 in
quantities less than or equal to 33 miilicuries -
13. The licensee is authorized to transport licensed material in accordance with the provisions of "
10 CFR Part 71, "Packaging and Transportation of Radioactive Material." ‘
14. Except as specifically provided otherwise in this license, the.licensee shall conduct its program in

accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. This license condition applies only to those procedures that
are required to be submitted in accordance with the regulations. Additionally, this license condition
does not limit the licensee’s ability to make changes to the Radiation Protection Program as
provided for in 10 CFR 35.26. The U.S. Nuclear Regulatory Commission's regulations shall govern
unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A.  Application dated October 30, 2002,

U.S. Nuclear Regulatory Commission

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See
Section 5.2.
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Sample Manual Brachytherapy Medical Materials License*

1. Manuel U. Seeds, M.D. 3. License number
2. Suite 106 ' 4.  Expiration date
3 Physician Circle Parkway 5. Docket No.
Anytown, idaho 02200 Reference No.
6. Byproduct, source, and/or 7. Chemical and/or physical form 8. Maximum amount that
special nuclear material licensee may possess at
any one time under this
license
- A, Any byproduct material A.  Sealed Sources (US Atomic A, 500 millicuries
permitted by Models US-1-125-10L and
10 CFR 35.400 Pd-103P)
9. Authorized use:
A.  Any manual brachytherapy use permitted by 10 CFR 35.400 for which the patient can be
released under the provisions of 10 CFR 35.75.
CONDITIONS
10. Licensed material may be used or stored only at the licensee’s facilities located at Suite 106,
3 Physician Circle Parkway, Anytown, idaho.
11.  The Radiation Safety Officer for this license is Manuel U. Seeds, M.D.
12.  Licensed material is only authorized for use by, or under the supervision of:
A Individuals permitted to work as authorized users in accordance with 10 CFR 35.13 and
35.14. .
B. The following individual is an authorized user for the material and medical uses indicated:
Material and Use
Manuel U. Seeds, M.D. 35.400
13. The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."
14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in

accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. This license condition applies only to those procedures that
are required to be submitted in accordance with the regulations. Additionally, this license condition
does not limit the licensee’s ability to make changes to the Radiation Protection Program as
provided for in 10 CFR 35.26. The U.S. Nuclear Regulatory Commission's regulations shall govern
unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A.  Application dated July 20, 2008.
U.S. Nuclear Regulatory Commission

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See
Section 5.2.
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Sample No Written Directive Medical Materials License*

1. Noe Directive, M.D. 3. License number
2. Suite 112. 4, Expiration date
2 Physician Circle Parkway 5.  Docket No.
Anytown, West Virginia 02201 Reference No.
6. Byproduct, source, and/or special 7. Chemical and/or 8. Maximum amount that licensee may
nuclear material ‘ physical form possess at any one time under this license
A. Any byproduct material A. Any A. As needed
permitted by 10 CFR 35.100
B. Any byproduct material B. Any, except B. As needed
permitted by 10 CFR 35.200 generators

9. Authorized use:
A. Any uptake, dilution and excretion study permitted by 10 CFR 35.100.
B. Anyimaging and localization study permitted by 10 CFR 35.200.
CONDITIONS

10. Licensed material may be used or stored only at the licensee’s facilities located at Suite 112,
2 Physician Circle Parkway, Anytown, West Virginia.

11. The Radiation Safety Officer for this license is Patrick Physicist, Ph.D.

12. Licensed material is only authorized for use by, or under the supervision of:

A Individuals permitted to work as an authorized user in accordance with 10 CFR 35.13 and
35.14.

B. The following individual is an authorized user for the material and medical uses indicated:

Material and Use

35.100; 35.200

13. In addition to the possession limits in Item 8, the licensee shall further restrict the possession of
licensed material to quantities betow the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance.

Noe Directive, M.D.

14. The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

15. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. This license condition applies only to those procedures that
are required to be submitted in accordance with the regulations. Additionally, this license condition
does not limit the licensee’s ability to make changes to the Radiation Protection Program as
provided for in 10 CFR 35.26. The U.S. Nuclear Regulatory Commission's reguiations shall govern
unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A.  Application dated April 11, 2007.
U.S. Nuclear Regulatory Commission

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See
Section 5.2.
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APPENDIX F

Sample Mobile Medical Materials License*

Sample Mobile Nuclear Medicine
Suite 214

2 Physician Circle Parkway
Anytown, Missouri 02220

3. License number

4. Expiration date
5. Docket No.
Reference No.

Byproduct, source, and/or special
nuclear material

Any byproduct material permitted
by 10 CFR 35.100

Any byproduct material permitted
by 10 CFR 35.200

Chemical and/or 8.

physical form

. Any A

. Any, except B.

generators

Maximum amount that licensee may
possess at any one time under this
license

As needed

As needed

Authorized use:

- A. Any uptake, dilution, and excretion study permitted by 10 CFR 35.100.
B. Anyimaging and localization study permitted by 10 CFR 35.200.

10.

1.

12.
13.

14.

15.

CONDITIONS

Licensed material may be used or stored at the licensee’s facilities located at Suite 214, 2 Physician
Circle Parkway, Anytown, Missouri, and may be used at temporary job sites of the licensee anywhere in
the United States where the U.S. Nuclear Regulatory Commission maintains jurisdiction for reguiating
the use of licensed material, including areas of exclusive Federal jurisdiction within Agreement States.

If the jurisdiction status of a Federal facility within an Agreement State is unknown, the licensee should
contact the Federal agency controlling the job site in question to determine whether the proposed job site
is an area of exclusive Federal jurisdiction. Authorization for use of radioactive materials at job sites in
Agreement States not under exclusive Federal jurisdiction shall be obtained from the appropriate State

regulatory agency.

Licensed material is only authorized for use by, or under the supervision of:

A. Individuals permitted to work as an authorized user in accordance with 10 CFR 35.13 and 35.14.

B. The following individual is an authorized user for the material and medical uses indicated:

Thomas Group, D.O.

Material and Use
35.100; 35.200

The Radiation Safety Officer for this ficense is Thomas Group, D.O.

In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed
material to quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance.

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee’s ability to make changes to the Radiation Protection Program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,
representations, and procedures in the licensee's application and correspondence are more restrictive
than the regulations.

A. Application dated November 15, 2002.

U.S. Nuclear Regulatory Commission

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See
Section 5.2.
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APPENDIX F

Sample Teletherapy Medical Materials License*

1. Sample Teletherapy 3. License number
2. 200 Cobalt Street 4. Expiration date
Anytown, Missouri 02300 5. Docket No.
Reference No.
6. Byproduct, source, and/or 7. Chemical and/or 8. Maximum amount that licensee may
special nuclear material physical form : possess at any one time under this license
A. Cobalt-60 permitted by A. Sealed Sources (US A. 5,500 curies per source and 11,000
10 CFR 35.600 Atomic Mode! US- curies total
CO-60TELE)
B. Depleted Uranium B. Metal B. 999 kilograms
9. Authorized use:

A. One source for medical use permitted by 10 CFR 35.600, in a US Atomic Model TELE
teletherapy unit. One source in its shipping container as necessary for replacement of the
source in the teletherapy unit.

B. Shielding in a teletherapy unit.

CONDITIONS
10. Licensed material may be used or stored only at the licensee’s facilities located at 200 Cobalt
Street, Anytown, Missouri.
11.  The Radiation Safety Officer for this license is Sarah Smith, M.S.
12. Licensed material is only authorized for use by, or under the supervision of:
A. Individuals permitted to work as authorized users, and/or authorized medical physicists in
accordance with 10 CFR 35.13 and 35.14.
B. The following individual is an authorized user for the material and medical uses indicated:
Material and Use
David Jones, M.D. Cobalt-60 for medical uses in a Teletherapy
Unit; Depleted Uranium
C. The following individual is an authorized medical physicist:
Material and Use _
Sarah Smith, M.S. Cobalt-60 in a Teletherapy Unit for calibrations,
spot-checks, and training
13. The licensee is exempt from decommissioning financial assurance requirements for possession of
licensed material in sealed sources in quantities greater than the limits in 10 CFR 30.35(d) for the
purpose of source changes only. This exemption is granted for no more than 30 days for any one
source change.
14. The licensee is authorized to transport licensed material in accordance with the provisions of

10 CFR Part 71, “Packaging and Transportation of Radioactive Material.”

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See

Section 5.2.
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APPENDIX F

Sample Teletherapy Medical Materials License (Cont.)

15. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. This license condition applies only to those procedures
that are required to be submitted in accordance with the regulations. Additionally, this license
condition does not limit the licensee’s ability to make changes to the Radiation Protection Program
as provided for in 10 CFR 35.26. The U.S. Nuclear Regulatory Commission's regulations shall
govern unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A. Application dated March 19, 2003.
U.S. Nuclear Regulatory Commission
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APPENDIX F -

Sample Gamma Stereotactic Materials License*

1. Sample Gamma Stereotactic 3. License number
2. 100 Main Street 4, Expiration date
Anytown, {ndiana 02310 5. Docket No.
Reference No.
6. Byproduct, source, and/or 7. Chemical and/or physical form 8. Maximum amount that licensee
special nuclear material may possess at any one time
under this license _
A. Cobalt-60 permitted by A. Sealed Sources (US Atomic A. 33 curies per source and
10 CFR 35.600 Model US-CO-60STER) 10,000 curies total
9. Authorized use:

A. For medical use permitted by 10 CFR 35.600, in a US Atomic Model STEREO gamma
stereotactic radiosurgery unit. Sources in the shipping container as necessary for
replacement of the sources in the gamma stereotactic.radiosurgery unit.

CONDITIONS
10. Licensed material may be used or stored only at the licensee’s facilities located at 100 Main
Street, Anytown, Indiana.
11. The Radiation Safety Officer for this license is Kimberly Therapy, Ph.D.
12. Licensed material is only authorized for use by, or under the supervision of:

A. Individuais permitted to work as authorized users, and/or authorized medical physicists in
accordance with 10 CFR 35.13 and 35.14.

B. The following individuals are authorized users for the material and medical uses indicated:

Material and Use
John Smith, M.D. 35.600 only Cobalt-60 for medical use in a
Gamma Stereotactic Radiosurgery Unit
Jessica Water, M.D. ' 35.600 only Cobalt-60 for medical use in a
Gamma Stereotactic Radiosurgery Unit
C. The following individuals are authorized medical physicists for the material and uses
indicated:
Material and Use
Kimberly Therapy, Ph.D. Cobalt-60 for use in a. Gamma Stereotactic
Radiosurgery Unit
Ronald Stereo, M.S. Cabalt-60 for use in a Gamma Stereotactic
Radiosurgery Unit
13. The licensee is authorized to transport licensed material in accordance with the provisions of

10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See
Section 5.2.
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APPENDIX F
Sample Gamma Stereotactic Materials License (Cont.)

14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. This license condition applies only to those procedures
that are required to be submitted in accordance with the regulations. Addltronally, this license
condition does not limit the licensee’s ability to make changes to the Radiation Protection Program
as provided forin 10-CFR 35.26. The U.S. Nuclear-Regulatory Commission's regulations shall -
_govern unless the statements, representations, and procedures in the Ircensee s application and
correspondence are more restrictive than the regulations.

A. Appllcatlon dated December 15, 2002
B. Letter dated March 4, 2003.
U.S. Nuclear Regulatory Commission
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APPENDIX F
Sample Pacemaker Medical Materials License*

Sample Pacemaker License - _ 3. License number
100 Medical Center Drive - 4, Expiration date
Anytown, West Virginia 22160 5. Docket No.

» o Reference No.

Byproduct, source, and/or 7. Chemical and/or physical form 8.  Maximum amount that
special nuclear material o licensee may possess at any
one time under this license

Plutonium (principal A. Sealed Sources (US Atomic A. 5 curies per source and
radionuclide Pu-238) Model US-PU-238) 50 curies total

Authorized use:

A.  As a component of US Atomic Model PACE nuclear-powered pacemakers for clinical evaluation in
accordance with manufacturer's protocol dated March 25, 1974. This authorization includes: follow-
up, explantation, recovery, and disposal, but not implantation.

10.

11.
12.

13.

14,

15.

16.

17.

18.

19.

CONDITIONS

Licensed material may be used or stored only at the licensee's facilities located at 100 Medical Center
Drive, Anytown, West Virginia.

The Radiation Safety Officer for this license is Chief Radiologist, M.D.

The physicians responsible for follow-up, explantation, and return of nuclear-powered pacemakers to the
manufacturer for proper disposal are Chief Cardiosurgeon, M.D.

The specified possession limit for nuclear-powered pacemakers includes all licensed material possessed
by the licensee under this license whether in storage, implanted in patients, or otherwise in use.

The licensee shall continue patient follow-up and replacement procedures for the nuclear-powered
pacemaker during the life of the patient. Procedures for recovery and authorized disposal of the nuclear-
powered pacemaker by return to the manufacturer shall be followed upon the death of the patient.

The licensee shall report to the U.S. Nuclear Regulatory Commission’s Regional Office referenced in
Appendix D of 10 CFR Part 20, within 10 days after discovery of loss of contact with a nuclear-powered
pacemaker patient.

The licensee shall report to the U.S. Nuclear Regulatory Commission's Regional Office referenced in
Appendix D of 10 CFR Part 20, within 24 hours of occurrence, the death of any nuclear pacemaker
patient, and any adverse reaction and/or malfunction involving a pacemaker system, including the leads.
A written report giving details of the adverse reaction and/or malfunction shall be submitted within 30
days.

Sealed sources or detector cells containing licensed material shall not be opened or sources removed
from source holders by the licensee.

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. The U.S. Nuclear Regulatory Commission's regulations shall govern unless
the statements, representations, and procedures in the licensee's application and correspondence are
more restrictive than the regulations.

A. Application dated September 30, 2002.
B. Letter dated October 15, 2002.
U.S. Nuclear Regulatory Commission

*Note: Certain information about quantities and locations of radioactive materials is no longer released to the public. See
Section 5.2,
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APPENDIX F

Sample Medical Broad-Scope Materials License”

1. Sample Medical Broad Scope
2. 300 Main Street
Anytown, Missouri 02110

3. License number

4. Expiration date

5. Docket No.

Reference No.

6. Byproduct, source, and/or special
nuclear material

A. Any byproduct material with
atomic numbers 1 through 83

B. Any byproduct materiat with
atomic numbers 3 through 83

Hydrogen-3
Carbon-14
Phosphorus-32
Sulfur-35

Chromium-51

I o m m oo

Molybdenum-99

Technetium-99m

«

Any PET radionuclide
K. Iridium-192

L. Cobalt-60

7. Chemical and/or physical
form

A. Any

B. Sealed Sources

Any
Any
Any
Any
Any

I &G m moo

Any

Any

i

Any

K. Sealed Sources (US
Atomic Model IR-
192HDR)

L. Sealed Sources (US

8. Maximum amount that licensee
may possess at any one time
under this license -

A. 200 millicuries per
radionuclide and 15 curies
total

B. 1.5 curies per radionuclide
and 15 curies total

2 curies
1 curie

2 curies
2 curies

500 millicuries

I @ mmo O

10 curies

’ 10 curies

o

30 curies

A

12 curies per square and
24 curies total

L. 33 curies per source and

Atomic Model US 10,000 curies total
CO-60 STER)
9. Authorized use: v
A. - 1. Medical diagnosis, therapy, and research in humans. Research and developrhent as

defined in 10 CFR 30.4, including animal studies; instrument calibration; student instruction;

and in-vitro studies.

J. Production and noncommercial transfer under 10 CFR 30.32(j) of PET radioactive drugs to
medical use consortium members and potential contamination on returned “empty” radiation

transport shields.

K. One source in a US Atomic Madel IR-192THER remote afterloader unit for medical therapy
and research in humans. The source activity may not exceed 10 curies at the time of use.
One source in its shipping container as necessary for replacement of the source in the

remote afterloader unit.

L. Sources in a US Atomic Model STEREO gamma stereotactic radiosurgery unit for medical
therapy and research in humans. Sources in the shipping container as necessary for
replacement of the sources in the gamma stereotactic radiosurgery unit.

*Note: Certain information about quantities and locatio

Section 5.2.
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APPENDIX F

10.

11.

12.
13,
14,

15.

Sample Medical Broad-Scope Materials License (Cont.)

CONDITIONS:

Licensed material may be used or stored only at the Ilcensee s facilities Iocated at 300 Main Street,
Anytown Missouri.. : S Y

RS R

A The Radiation Safety Officer for this license is Patty Melt, Ph.D.

B. The use of licensed matenal in or on humans shall be by an authorlzed user as defined in .
- 10 CFR35.2.° , .
C. Individuals desrgnated to work as authorlzed users, authonzed nuclear pharmamsts or

authorized medical physicists as defined in 10 CFR 35.2, shall meet the training,
experience, and recentness of training criteria established in 10 CFR Part 35, and shall be
" designated, in writing, by the licensee’s Radiation Safety Commrttee

D.  Licensed material for other than human use shall be used by, or under the supervision of
: mdwrduals deS|gnated by the Radratlon Safety Commlttee

The Ilcensee shaII not use Ilcensed materlal in field appllcatlons where it is released except as
provided otherwise by a specific condition of this license.

Experimental animals, or the products from experimental animals, that have been administered

. licensed materials shall.not be used for-human. consumption. -

Each sealed source fabricated by the licensee shall be inspected and tested for construction
defects, leakage, and contamination prior to any use or transfer as a sealed source.

| For sealed sourCesfnot assgeiatﬁe_d wrth 10 CFR Part 35 Use, the following conditions apply:

A Sealed sources shall be tested for leakage and/or contamination at intervals not to exceed the
intervals specified in the certificate of registration issued by the U.S. Nuclear Regulatory
Commlssron under 10 CFR 32 210 or under equivalent regulations of an Agreement State.

B. . ‘Notwrthstandlng Paragraph A of this Condltron ‘sealed sources designed prlmarlly to emit
alpha particles shall be tested for leakage and/or contamination at intervals not to exceed 3
months.

C. Inthe absence of a certrf cate from a transferor rnducatrng that a leak test has been made
~ within the intervais specified in the certificate of registration issued by the U.S. Nuclear
o Regulatory Commrssnon under 10 CFR 32.210 or under equivalent regulations of an
Agreement State, prior to the' transfer, a ealed source received from another person shall not

o f be put’ lnto use untll tested and the test résults recelved

D. Sealed sources need not be tested if they contain only hydrogen 3 or they contain only a

- -. radioactive gas; or.the half-life.of the isotope is 30 days or less,.or they contain not more than
100 microcuries of beta-‘and/or gamma em|tt|ng materlal or not more than 10 microcuries of
alpha-emitting material. : Y

E. Sealed sources need not be tested if they are in storage and are not being used; however,
when they are removed from storage for use or transferred to another person and have not
been tested within the required leak test interval, they shall be tested before use or transfer.
No sealed source shall be stored for a period of more than 10 years without being tested for
leakage and/or contamination. :

F. The leak test shall be capable of detecting the presence of 0.005 microcuries
(185 becquerels) of radioactive material on the test' sample. If the test reveals the presence of
0.005 microcuries (185 becquerels) or more of removable contamination, a report shall be
filed with the U.S. Nuclear Regulatory Commission in accordance with 10 CFR 30.50(c)(2),
and the source shall be removed immediately from service and decontaminated, repaired, or
disposed of in accordance with Commission regulations.

G. Tests for leakage and/or contamination, including leak test sample collection and analysis,
shall be performed by the licensee or by other persons specifically licensed by the
U.S. Nuclear Regulatory Commission or an Agreement State to perform such services.
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16.

17.

18.

19.

20.

21.

'APPENDIX F
Sample Medical Broad-Scope Materials License (Cont.)

Sealed sources or detector cells containing licensed material shall not be opened or sources
removed from source holders by the licensee.

The licensee shall conduct a physical inventory every 6 months, or at other intervals approved by
the U.S. Nuclear Regulatory Commission, to account for all sources and/or devices received and
possessed under the license.

A. Detector cells containing a titanium tritide foil or a scandium tritide foil shall only be used in
conjunction with a properly operating temperature control mechanism that prevents the foil
temperature from exceeding that specified in the certificate of registration issued by NRC
pursuant to 10 CFR 32.210 or the equivalent regulations from an Agreement State.

B. When in use, detector cells containing a titanium tritide foil or a scandium tritide foil shall be
vented to the outside.

For radioactive material held for decay-in-storage other than that held in accordance with

10 CFR 35.92, the licensee is authorized to hold radioactive material with a physical half-life of less
than or equal to 120 days for decay-in-storage before disposal in ordinary trash, provided the
licensee:

A.  Monitors byproduct material at the surface before disposal and determines that its
radioactivity cannot be distinguished from the background radiation level with an appropriate
radiation detection survey meter set on its most sensitive scale and with no interposed
shielding;

B. Removes or obliterates all radiation labels, except for radiation labels on materials that are
within containers and that will be managed as biomedical waste after they have been released
from the licensee; and

C. Maintains records of the disposal of licensed materials for 3 years. The record must include
the date of the disposal, the survey instrument used, the background radiation level, the
radiation level measured at the surface of each waste container, and the name of the
individual who performed the disposal.

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. This license condition applies only to those procedures that
are required to be submitted in accordance with the regulations. Additionally, this license condition

- does not limit the licensee’s ability to make changes to the Radiation Protection Program as

provided for in 10 CFR 35.26. The U.S. Nuclear Regulatory Commission's reguiations shall govern
unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A. _ Application dated December 20, 2002.

"B. Letter dated February 15, 2003.

U.S. Nuclear Regulatory Commission
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APPENDIX G
Information Needed for Transfer of Control

The following information is taken from NUREG-1556, Volume 15, “Consolidated Guidance
About Materials Licenses: Program-Specific Guidance About Changes of Control and About
Bankruptcy Involving Byproduct, Source, or Special Nuclear Material Licenses.”

Definitions

Control: Control of a license is in the hands of the person or persons who are empowered to
decide when and how that license will be used. That control is to be found in the person or
persons who, because of ownership or authority explicitly delegated by the owners, possess the
power to determine corporate policy and thus the direction of the activities under the license.

Transferee: A transferee is an entity that proposes to purchase or otherwise gain control of an
NRC-licensed operation.

Transferor: A transferor is an NRC licensee selling or otherwise giving up control of a licensed
operation.

Licensees must provide full information and obtain NRC’s prior written consent before
transferring control of the license. Provide the following information concerning changes of
control by the applicant (transferor and/or transferee, as appropriate). If any items are not
applicable, so state. '

1. Provide a complete description of the transaction (transfer of stocks or assets, or
merger). Indicate whether the name has changed and include the new name. Include
the name and telephone number of a licensee contact whom NRC may contact if more
information is needed.

2. Describe any changes in personnel or duties that relate to the licensed program.
Include training and experience for new personnel.

3. Describe any changes in the organization, location, facilities, equipment, or
procedures that relate to the licensed program.

4. Describe the status of the surveillance program (surveys, wipe tests, quality control)
at the present time and the expected status at the time that control is to be transferred.

5. Confirm that all records concerning the safe and effective decommissioning of the
facility will be transferred to the transferee or to NRC, as appropriate. These records
include documentation of surveys of ambient radiation levels and fixed and/or
removable contamination, including methods and sensitivity.

6. Confirm that the transferee will abide by all constraints, conditions, requirements, and

commitments of the transferor or that the transferee will submit a complete
description of the proposed licensed program.
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APPENDIX H

NRC
(1%200;9;)30,350)(1 ). 40.42()(1); Estimated burden per response to comply with this mandatory collection request: 30 minutes.
70.38(j)(1); and 72.54(k{5)( 1)) This submittal is used by NRC as part of the basis for its determination that the facility is

FORM 314 U.S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO. 3150-0028 EXPIRES: 08/31/2010

released for unrestricted use. Send comments regarding burden estimate to the Records and
FOIA/Privacy Services Branch (T-5 F52), U.S. Nuclear Regulatory Commission, Washington, DC
CERT'F'CATE OF DIS POSlTlON OF MATE RIALS 20555-0001, or by internet e-mail to infocollects@nrc.gov, and to the Desk Officer, Office of
) Information and Regulatory Affairs, NEOB-10202, (3150-0028), Office of Management and
Budget, Washington, DC 20503. If a means used to impose an information collection does not
display a currently valid OMB control number, the NRC may not conduct or sponsor, and a
person is not required to respond to, the information collection.

LICENSEE NAME AND ADDRESS LICENSE NUMBER DOCKET NUMBER

LICENSE EXPIRATION DATE

[ ]

A. LICENSE STATUS (Check the appropriate box)
This license has expired. D This license has not yet expired; please terminate it.

(Check the appropriate boxes and complete as necessary. If additional space is needed, provide attachments)
The licensee, or any individual executing this certificate on behalf of the licensee, certifies that:

D 1. No radioactive materials have ever been procured or possessed by the licensee under this ficense.

j:] 2. Al activities authorized by this license have ceased, and all radioactive materials procured and/or possessed by the licensee

B. DISPOSAL OF RADIOACTIVE MATERIAL

under this license number cited above have been disposed of in the following manner.
D a. Transfer of radioactive materia!s to the licensee listed below:

D b. Disposal of radioactive materials:
[ ] 1. Directly by the licensee:
[ ] 2. Bylicensed disposal site:

[ ] 3. By waste contractor:

D c¢. All radioactive materials have been removed such that any remaining residual radioactivity is within the limits of 10 CFR
Part 20, Subpart E, and is ALARA.

[ ] 1. Aradiation survey was conducted by the licensee. The survey confirms:

[ ]2. Acopy of the radiation survey resuits:

D 3. A radiation survey is not required as only sealed sources were ever possessed under this license, and

C. SURVEYS PERFORMED AND REPORTED

D a. the absence of licensed radioactive materials

D b. that any remaining residual radioactivity is within the limits of 10 CFR 20, Subpart E, and is ALARA.

[:] a. is attached; or D b. is not attached (Provide explanation); o[] c. was forwarded to NRC on:
Date

D a. The resuits of the latest leak test are attached; and/or D b. No leaking sources have ever been identified.

The person to be contacted regarding the information provided on this form:

NAME

TITLE TELEPHONE (Inciude Area Code) E-MAIL ADDRESS

Mait all future correspondence regarding this license to:

C. CERTIFYING OFFICIAL
| CERTIFY UNDER PENALTY OF PERJURY THAT THE FOREGOING IS TRUE AND CORRECT

PRINTED NAME AND TITLE SIGNATURE DATE

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL PENALTIES. NRC REGULATIONS REQUIRE THAT
SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECT. 18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A
WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

NRC FORM 314 (9-2007) PRINTED ON RECYCLED PAPER |
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"‘APPENDIX H

CERTIFICATE OF DISPOSITION OF MATERIALS

PLEASE READ THESE INSTRUCTIONS BEFORE COMPLETING NRC FORM 314.

Subpart E of 10 CFR Part 20 establishes the radiological criteria for license terminations/decommissioning of
facilities licensed under 10 CFR Parts 30, 40, 50, 60, 61, 70, and 72, as well as other facilities subject to the
Commission's jurisdiction under the Atomic Energy Act of 1954, as amended, and the Energy Reorganization
Act of 1974, as amended.

INSTRUCTIONS

Section B, Item 2. ‘ '
Licensees should describe the specific radioactive material transfer actions. If radioactive wastes were
generated in terminating this license, the licensee should describe the disposal actions taken, including the
disposition of low-level radioactive waste, mixed waste, greater-than-Class-C waste, and sealed sources.

Section B, ltem 2.a.

The information provided concerning the transfer of radioactive material to another licensee should specify the
date of the transfer, the name of the licensee recipient, an individual contact name and telephone number for
the licensee recipient, and the recipient's NRC or Agreement State license number.

Section B, Item 2.b.

For disposal of radioactive materials, licensees should describe the specmc disposal method or procedure
(e.g., decay-in-storage). For those cases when radioactive materials are disposed of by a licensed disposal
site or by a waste contractor, the licensee should specify the name, address, and telephone number of the
licensed disposal site operator or waste contractor.

Section B, Item 2.c.

"Residual radioactivity," as defined in 10 CFR 20.1003, means radioactivity in ‘areas' (structures, materials,
soils, etc.) remaining as a result of activities (licensed and unlicensed) under the licensee's control from
sources used by the licensee, excluding background radiation. ALARA is defined in 10 CFR 20.1003.

FILE CERTIFICATES AS FOLLOWS:

IF YOU ARE LOCATED IN: o . IF YOU ARE LOCATED IN:
ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, -
COLUMBIA, FLORIDA, GEORGIA, KENTUCKY, MAINE, COLORADO, HAWAII, IDAHO, KANSAS, LOUISIANA,
MARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW
JERSEY, NEW YORK, NORTH CAROLINA, PENNSYLVANIA, MEXICO, NORTH DAKOTA, OKLAHOMA, OREGON,
PUERTO RICO, RHODE ISLAND, SOUTH CAROLINA, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS,
TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR UTAH, WASHINGTON, OR WYOMING, SEND
WEST VIRGINIA, SEND CERTIFICATES TO: CERTIFICATES TO:
MATERIAL RADIATION PROTECTION SECTION
h'fjgES,L“,';GMﬁ%'Sm';TSﬁgngANCH U. S. NUCLEAR REGULATORY COMMISSION, REGION IV
U.S. NUCLEAR REGULATORY COMMISSION, REGION | 611 RYAN PLAZA DRIVE, SUITE 400
475 ALLENDALE ROAD ARLINGTON, TX 76011-8064

KING OF PRUSSIA, PA 19406-1415

ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA,
MISSOURI, OHIO, OR WISCONSIN, SEND CERTIFICATES
TO:

MATERIALS LICENSING SECTION

U.S. NUCLEAR REGULATORY COMMISSION, REGION 11i
2443 WARRENVILLE ROAD, SUITE 210

LISLE, IL 605324352
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